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About the Authors 


The first three papers in this Febru- 
ary JouRN AL are derived from speeches 
delivered by distinguished representa- 
tives of the United States Government 
at the recent annual meeting of the 
New York State Bar Association’s Sec- 
tion on Food, Drug and Cosmetic Law. 
This was the twelfth consecutive year 
that the to discuss food- 
drug-cosmetic and the Federal 
Food, Drug, Cosmetic Act, in 
particular 

John L. Harvey, who has been Deputy 


Commissioner of Food and Drugs for 
over two years, is a career civil-service 


section met 
law 


and 


employee who has been in inspection 


and regulatory work for some three 


decades. 

William W. Goodrich 
General Counsel of the Department of 
Health, Education, and Welfare and 
is Chief of the Food and Drug Division, 
General Counsel’s Office 

Twenty-seven years ago, H. J. Ans- 
linger became the first United States 
Commissioner of Narcotics. Through 
four Presidential Administrations he 
has continued in his post. 

The second of Wallace F. Janssen’s 
fine articles on public-information dis- 


Assistant 


1s 


semination by FDA appears this month 
Mr. Janssen is assistant to the Com- 
missioner of Food and Drugs, in charge 
of reporting on the Administration's 
activities. 

C. R. Kerr, of the 
of Swift & Company, 
member of the Oklahoma and the IIli- 
He is a University of Okla- 
homa graduate, with an LL. B 

Peter J. Farago, M. D., FDA's medi 
came to the 
Abbott 


He had been a member 


law department 


Chicago, is a 
nois bars. 


degree 


cal director, government 
service from 
North Chicago 
of Abbott’s medical 
three years, doing clinical investigative 


Laboratories, 
department for 


work on new drngs 

Our department “Canada—Food and 
Drug Items” this 
over to commentary on Canadian 
by Robert E. Curran, Q. C. Journai 
readers have had the benefit Mr 
Curran’s analytical discussions since 
January, 1954, when he 
“Canadian Law and Comment.” 
frequent contributor of 
Mr. Curran is a member of our editorial 
advisory board. He 
the Canadian Department of National 


Health and Welfare. 


for is given 


issue 


law 
of 
writing 


\ 


also, 


began 
articles 


is legal adviser to 





Meeting of Food and Drug Men 


Food, 
Law, the following officers and addi- 
f the section’s execu- 
Charles 


New York State Bar Association— 
Section on Food, Drug and Cosmetic 
Law.—At the annual meeting of the 
New York State Bar Association’s 


67 


Section of Drug and Cosmetic 


tional members o 


tive. committee were elected 
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Wesley Dunn, chairman; H. Thomas 
Austern, vice chairman; Irving H. 
Jurow, secretary; and A. M. Gilbert, 
Harold Harper and Walton M. Wheeler, 
Jr., committee members. 

New bylaws were adopted, as follows: 


“NEW YORK STATE BAR ASSO- 
CIATION BY-LAWS OF THE 
SECTION ON FOOD, DRUG 
AND COSMETIC LAW 
“ARTICLE I 
“Name and Purpose 
“Section 1. This Section shall be known 
as the Section on Food, Drug and 
Cosmetic Law of the New York State 

Bar Association. 

“Section 2. The purpose of this Sec- 
tion shall be to bring together for fur- 
therance of their mutual interests such 
members of the New York State Bar 
Association’ as are interested in the 
Food, Drug and Cosmetic Law. 


“ARTICLE II 

“Membership 
“Section 1. Any member of the New 
York State Bar Association shall be 
eligible for membership in this Section, 
and shall be enrolled as a member of 
the Section upon application to the 
Section Secretary and payment of such 
annual dues as shall be determined by 
the Executive Committee of the Section. 


“ARTICLE III 
“O fficers 

“Section 1. Members of this Section, 
at the Annual Meeting of the Section, 
which shall be held during the week 
in which the Annual Meeting of the 
New York State Bar Association is 
held, shall elect a Chairman, a Vice- 
Chairman, a Secretary and three mem- 
bers of the Executive Committee. 

“Section 2. The Chairman, Vice-Chair- 
man, Secretary and the Chairmen of 
the Standing Committees shall be ex 
officio members of the Executive Com- 
mittee of the Section. 

“Section 3. All officers shall hold of- 
fice for a term beginning at the close 
of the Annual Meeting at which they 
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shall have been elected and ending at 
the close of the next succeeding Annual 
Meeting, and until their successors have 
been elected and qualified. 
“ARTICLE IV 
“Nomination of Officers 

“Section 1. Prior to each Annual 
Meeting of the Section, the Chairman 
shall appoint a Nominating Committee 
of three members of the Section, which 
Committee shall make and report nomi- 
nations to the Section for the offices 
of Chairman, Vice-Chairman, Secretary 
and Members of the Executive Com- 
mittee. Other nominations for the same 
offices may be made from the floor. 


“ARTICLE V 
“Duties of the Officers and of the 
Executive Committee 

“Section 1. Chairman. The Chairman 
shall preside at all meetings of the 
Section and of the Executive Commit- 
tee, and shali perform such other duties 
and acts as usually pertain to the office 
of Chairman. 

“Section 2. Vice-Chairman. The Vice- 
Chairman shall assist the Chairman in 
the performance of his duties when 
requested to do so. On the death, resig- 
nation or during the disability of the 
Chairman, the Vice-Chairman shall per- 
form the duties of the Chairman for the 
remainder of the Chairman’s term, ex- 
cept in case of the Chairman’s disability, 
and then only for so much of the term 
as the disability continues. 

“Section 3. Secretary. The Secretary 
shall be the custodian of all books, 
papers, documents and other property 
of the Section, except money. He shall 
keep a true record of the proceedings of 
all meetings of the Section and of the 
Executive Committee. 

“Section 4. Executive Committee. The 
Executive Committee shall have gen- 
eral supervision and control of the affairs 
of the Section subject to the Constitu- 
tion and By-Laws of the New York 
State Bar Association and the By-Laws 
of this Section. It shall be responsible 

(Continued on page 116) 
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WASHINGTON- 


ACTION AND NEWS 





In the Food and Drug Administration 


Monthly Report, Issued January 29, 
1957.—Contaminated foods seized in 
59 federal court actions in December 
amounted to 238 tons, the Food and 
Drug Administration reported on Janu- 
ary 29. During the same period, 132 
tons of unfit food were voluntarily 
withdrawn from the market by owners, 
for destruction or for sale for nonfood 
use. Administration inspectors reported 
a number of plant improvements made 
by owners with the objective of elimi- 
nating contamination and spoilage. Five 
commercial fishing boats were included; 
they were removed from the water and 
refurbished to protect fish until delivery. 


In another corrective action, a drug 
manufacturer’s sales staff visited more 
than 27,000 wholesale and retail drug- 
gists and hospitals searching for tablets 
that might have been mislabeled with 
half the dosage they actually contained 
One hundred mislabeled vials were 
found in a batch of 19,677. The incor- 
rect labeling was noticed by two alert 
pharmacists aware that the two dosage 
strengths were prepared in tablets of 
different The mistake 
lieved to have originated in the print- 


colors. is be- 
ing of the labels. 

were seized in 
of substandard 


drugs 
charges 


lots of 
on 


Five 
December 
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quality or sales of antibiotics that had 
not been certified as required by law 

Among the seized foods was a car- 
load of wheat damaged by lead paint 
pigment previously transported in the 
car. A shipment of tomato puree—of- 
fered for sodium-restricted diets, but 
not labeled with required information 
as to the amount of sodium per aver- 
age serving—wa; seized. Approximately 
236 tons of foods were on 
charges of filth and decomposition 
More than half of the food seized be 
came unfit while in storage after leav 
ing the plants of processors 

The 


seizures 


seized 


Administration also reported 
12 of adulterated 
cheaper ingredients or misbranded 
to contents. Water was found 
shipments of oysters and two of frozen 


foods with 
as 
in six 


fish. 


Proposal to Amend Labeling Regu- 
lations—Niacin and Riboflavin.—A 
proposed regulation establishing new 
“minimum daily requirements” for two 
B vitamins was published by FDA on 
February 16 in the Federal Register 
The ruling would amend FDA's dietary 
food regulation to fix the adult mini- 
mum daily requirement for niacin for 
the first time and would reduce the 
adult minimum daily requirement for 
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riboflavin. Text of the proposed regula- 
tion follows: 


“In the matter of amending the 
regulations prescribing label statements 
concerning dietary properties of food 
purporting to be or represented for 
special dietary uses: 

“Notice is hereby given that the 
hereinafter stated proposals to amend 
the regulations prescribing label state- 
ments concerning the dietary proper- 
ties of foods purporting to be or 
represented for special dietary uses are 
made on the initiative of the Commis- 
sioner of Food and Drugs pursuant to 
the authority vested in the Secretary 
of Health, Education, and Welfare by 
the provisions of the Federal Food, 
Drug, and Cosmetic Act (secs. 403(j), 
701; 52 Stat. 1048, 1055, as amended 70 
Stat. 919; 21 U. S. C. 343(j), 371) and 
delegated by him to the Commissioner 
of Food and Drugs (20 F. R. 1996, 21 
F. R. 6581). All interested persons are 
invited to present their views in writing 
regarding these proposals and to sub- 
mit such comments in quintuplicate 
prior to the thirtieth day following 
publication of this notice in the Federal 
Register. Such comments should be ad- 
dressed to the Hearing Clerk, Depart- 
ment of Health, Education, and Welfare, 
Room 5440, Health, Education, and 
Welfare Building, 330 Independence 
Avenue SW., Washington 25, D. C. 


“The proposals are to amend § 125.3 
Label statements relating to vitamins in 
the following respects: 

“1. To delete the word ‘or’ after the 
item ‘Vitamin D’ and the parenthetical 
expression ‘(vitamin Bs, vitamin G)’ 
following the item ‘Riboflavin’ as they 
appear in the list in paragraph (a)(1), 
and to add to this list, after the item 
‘Riboflavin’, the words ‘or Niacin or 
niacinamide,’. As amended, this list 
will read as follows: 

“*Vitamin A or its precursors, 


“*Vitamin B, (thiamine), 
“*Vitamin C (ascorbic acid), 


“Vitamin D, 
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“ ‘Riboflavin, or 

“*Niacin or niacinamide’, 

“2. To change paragraph (b)(5) so 
that as changed it will read: 

“(5) For riboflavin, 0.5 milligram for 
an infant, 0.75 milligram for a child, 
1.0 milligram for an adult. 

“3. To add to paragraph (b) a new 
subparagraph (6) as follows 

“(6) For niacin or niacinamide 2.5 
milligrams for an infant, 5.0 milligrams 
for a child less than 6 years old, 7.5 
milligrams for a child 6 or more years 
old, 10 milligrams for an adult 

“Dated: January 18, 1957 

“T SEAL] Joun L. Harvey, 

Deputy Commissioner 
of Food and Drugs.” 

An FDA release notes that dietary 
food regulations were first adopted in 
1941, when minimum daily requirements 
were set up for vitamin A, thiamine, 
riboflavin, vitamin C and vitamin D 
In October of last year the Food and 
Nutrition Board of the National Re- 
search Council adopted a resolution 
urging that a minimum daily require- 
ment for niacin be officially established. 

According to Dr. E. M. Nelson, Di- 
rector of FDA’s Division of Nutrition, 
it was known in 1941 that niacin played 
an important role in human nutrition 
but there was little clinical evidence 
bearing on the daily requirement for 
the vitamin. Scientific studies since 
that time have brought general agree- 
ment with respect to the minimum 
daily requirement. He said that in 1941 
the minimum daily requirement for 
riboflavin was set at two milligrams 
daily, based upon rather limited evi- 
dence in the cure of ariboflavinosis. 
Nutrition scientists are now generally 
agreed that the daily requirement may 
be met by one half of that amount. 


Public Warning Against Cancer 
Treatment.—A poster warning against 
ineffectuality of the Hoxsey cancer 
treatment was mailed, on January 28, 
by the United States Post Office De- 
partment for display in 46,000 post 

(Continued on page 118) 
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Report from the Food 
and Drug Administration 


By JOHN L. HARVEY 


The Author, Addressing the Section on Food, 
Drug and Cosmetic Law, New York State Bar 
Association, at New York City on January 23, 
Discussed Projects and Progress During 1956 and 
FDA's Proposed Programs for 1957 and 1958 


f Me original Food and Drugs Act became effective 50 years ago 
this month—so we are now actually into our second “half-century 
of progress.” 

The anniversary year 1956 was one of tributes to the leaders of 
the past in government and in industry—and a year of dedication to 
carry on and extend our joint protection of the consumer. One of the 
most gratifying results of the anniversary year was that it brought 
us all closer together—state, local and federal agencies; the regulated 
industries ; the legal, medical and pharmacy professions; and the con- 
suming public. We are all more aware than ever before that it takes 
all of us working together to bring optimum results in this essential 


area of public welfare. 


Let me take this opportunity to thank each of you who worked 
toward the great success of the anniversary commemorations. Very 
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Mr. Harvey Has Served as Dep- 
uty Commissioner of Food and 
Drugs Since October of 1954 











much included are our thanks to Mr. Dunn, whose ambitious plans 
could not have been realized without his indefatigable work—begin- 
ning with invitations in 1954 to numerous organizations to join the 
Food Law Institute in a national commemoration in 1956. I suspect, 
however, that Mr. Dunn’s own plans for the fiftieth anniversary began 
while he was presiding at the fortieth anniversary exercises in New 


York on June 25, 1946. 


In order to keep pace with technological developments in the 
regulated industries and to discharge properly our increased responsi- 
bilities under the Federal Food, Drug, and Cosmetic Act which our second 
half-century of progress will, and in fact has already, thrust upon us, 
our facilities must be expanded. Our plans for this expansion are in 
keeping with the pattern recommended by the Citizens Advisory 
Committee on the Food and Drug Administration, which felt that 
there should be a threefold to fourfold increase within a period of 


some five to ten years. 


The first step in this direction was taken this fiscal year. Con- 
eress appropriated FDA an increase of $995,000 over its fiscal year 
1956 budget. This enabled us to increase our inspection staff from 
around 250 to approximately 300, and our total enforcement staff to 
939, just one more than our previous high in 1951. 


The President recently delivered to the Congress his budget 
message for 1958, which included $9,300,000 for the Food and Drug 
Administration, exclusive of fees for self-supporting programs and 
funds allocated for civil-defense training. 

If Congress approves the 1958 increase of $2,521,000 provided in 
the President’s budget, we will have approximately $1,327,000 more 
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to use for enforcement operations than in 1957. The remainder of the 
increase will be needed for equipment replacement, for the establish- 
ment of a new district headquarters and for a fund to finance the 
increased retirement benefits provided by recent legislation. 


The increase proposed for 1958 would add 50 more food and drug 
inspectors and 112 more scientific and administrative personnel. This 
increase in personnel points up a real need for the consolidation of 


our activities in the Washington area. As you know, we now have 
space in two buildings located about one mile apart. We are actively 
considering acquiring space in a third which is itself about a mile from 
the other two. This spreading of our facilities greatly hampers 
efficient operation, and must be remedied. 

The first big step in securing a new Washington headquarters 
and laboratory building was approval by Congress of its construction 
under the lease-purchase plan. The many steps necessary are being 
taken by the General Services Administration. Our goal is com- 
pletion in late 1960. 

There are many fields in which the consumer interest requires 
both continued and increased activity by FDA. 

Scientific research toward the development of more and better 
analytical methods, particularly those for detecting and measuring 
residues of pesticide chemicals and food additives and for evaluating 
their toxicity, must be expanded. 

Administration scientists are seeking better methods for detect- 
ing contamination and spoilage of foods. Precooked and prepackaged 
foods, fresh and frozen poultry, and fruits and vegetables will receive 
high priorities in this program. 

We need an enlarged medical staff for the clearance of new drugs. 


We want to learn more about new cosmetics and the new 
ingredients that go into them. Recently, investigations in this area 
have been confined largely to those reported to have caused irritations 
or other injuries to users. 

Our proposed program for 1958 includes more attention to food 
standards, which have received a proportionately small part of FDA 
time in recent years. Food manufacturers, as well as consumers, 
want standards for additional foods and more enforcement of stand- 
ards. This will prevent unfair competition by those who take 
advantage when regulatory work has to be channeled to other fields. 





PAGE 74 FOOD DRUG COSMETIC LAW JOURNAL—FEBRUARY, 1957 

Another need for better pocketbook protection is in the area of 
the deliberately fraudulent substitution of water and cheap ingredients 
for those declared on the label. Last year we seized watered oysters, 
cocoa adulterated with ground cocoa shells and cottonseed flour, olive 
oil labeled as pure but containing a substantial portion of cottonseed 
oil, and a few other grossly misbranded items. We plan to devote 


more inspectional time to curtail such practices. 


Needed: Education of Producers and Consumers 


One of the basic needs in law enforcement is the education of 
producers and consumers, including physicians and other professional 
people who use the products regulated by the Food, Drug, and 


Cosmetic Act. 

Among the producers hardest to reach, but whose understanding 
of the law is the first step in the improvement of our foods, is the 
farmer. He must be more fully informed of the proper use of insecti- 
cides on the crops he grows. Farmers can and do use a wide variety 
of insecticides when pests are threatening their crops. We have a 
recent inspection report of a lettuce farmer who had used chlordane, 
endrin, dieldrin, DDT, toxaphene, malathion, cryolite and rotenone 
on his crop and still had 11 days to go before harvest! That is the 
type of producer who needs guidance and warnings against misuse of 
poisonous chemicals that may result in crops that endanger public health. 

The ultimate success of our clean grain and milk programs also 
depends on how well the farmer understands the need for, and fol- 
lows, sanitary procedures. 

The consumer needs more than the slogan “Read the Label” to 
receive the full protection this law affords him. He must learn t 
evaluate statements of quacks, pitchmen, house-to-house canvassers, 
and other promoters who prey on ignorance in medical and nutritional 
fields. He needs to know how far the law protects him and wherein 


he must protect himself if he can. 

Inclusion of physicians and other professional people on our 
education list does not mean that they need to know more about 
their own professions but, rather, about FDA’s programs and how 
they can further them and benefit from them. We are particularly 
concerned at present that they learn the importance to all concerned 
in reporting adverse reactions to drugs. Facilities presently available 
to the Food and Drug Administration are not enough to insure that a 
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hitherto-unsuspected serious side effect of a drug will be discovered 
in time to apply proper safeguards for public protection. 


To test the practicability of a systematic method of drug 
mortality and morbidity sampling, our Bureau of Medicine in June, 
1955, began a pilot study on the voluntary reporting of the adverse 
reactions to drugs in five large hospitals. The American Association 
of Medical Librarians, the American Medical Association and the 
American Society of Hospital Pharmacists have cooperated with us 
in this study. Its success during the first six months led to a decision 
to continue and expand it. There are now 11 hospitals making monthly 
reports of adverse reactions to drugs. We hope to see the day when 
there will be a national center for the collection and dissemination of 


this needed information. 


Public Concern Over Chemical Food Additives 


The most important development in the field of new legislation 
will be the renewed effort to amend the Food, Drug, and Cosmetic 
Act to provide a satisfactory procedure for dealing with chemical 
food additives. 

The views of the Department of Health, Education, and Welfare 
have been expressed in a letter of February 1, 1956, to the chairman 
of the House Committee on Interstate and Foreign Commerce. Per- 
haps I can spell out some of the comment. 


The great public interest in this matter was heightened by the 
international conference of cancer experts in Rome last summer. 
Some reports in the lay press which stemmed from the scientific dis- 
cussions at Rome incorrectly indicated that there are a number of 
known cancer-producing chemicals being added to our food today. 
This increased the growing public concern about the safety of our 


food supply and the adequacy of present controls over the addition of 


new chemicals to foods. 

One bill on chemical additives, H. R. 366, has already been intro- 
duced in the present Congress and there is little doubt that others 
will be. In our opinion, it is important that sound legislation be 
enacted soon to allay the public concern about the wholesomeness of 
the food supply. No doubt you share that view. The question is: 
What is sound legislation that will meet the needs of industry, gov- 


ernment and consumers? 
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The objectives of new legislation are well defined. They are: 

(1) To insure that chemical additives used in foods have been 
subjected to adequate tests to insure, before they are commercially 
distributed, that they are safe for the intended use. 


(2) To require that adequate data to establish the safety of the 
additive be submitted by the manufacturer to FDA for its approval 
or disapproval before the additive is distributed. 


(3) To provide adequate definitions for food additives. 


(4) To provide for adequate judicial review of the administrative 
decision to insure fairness and due legal process. 


There was general agreement at the close of the last session of 
Congress about many phases of the legislation that had been pro- 
posed. There was lack of agreement in the three major fields: 


(1) How should controversies between industry and govern- 
ment be settled? 


(2) What provision should be made for chemicals that already 
are being used? 


(3) Should there be evidence that a chemical is useful before it is 
permitted in food? 


Review Procedure—Administrative Determinations and 
Court Trials 


Of course, one of the principal areas of difference of opinion is 
the procedure that should be set up for judicial review whenever a 
petitioner feels aggrieved by the decision of the Department with 
respect to an exemption or a tolerance for an additive proposed to be 
included in the food supply. I am sure that the nature of the dif- 
ferences in view are familiar to all of the members of this section of 
the bar association. Briefly, the question is whether the administra- 
tive determination evolved institutionally, with the benefit of the best 
scientific judgment available, shall be set aside if a court or lay jury 
in a trial de novo does not sustain the departmental view. Essentially, 
this means whether a question as to how much poison shall be allowed 
in food can best be determined by a court or jury of laymen by the 
trial procedure or whether the interest of the consumer in these 
matters—which literally affect life and death—is best protected by 
the appeal of the scientific-administrative conclusion to the courts of 
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appeal to guard against caprice and arbitrariness and regulations 
being established without substantial evidence to support them. We 
must all remember that the system must work and that in the truest 
sense the public health and welfare is at stake. 

What about the continued use of additives that are being employed 
in food at the time new legislation is passed? We have no objection 
to the continued employment of chemicals that through long usage 
have become generally recognized by experts as safe. Salt, vinegar, 
and numerous other well-known chemicals would fall into this 
category. There would appear to be no need for them to be subjected 
to chronic-toxicity testing on animals to show that they are proper 
ingredients of food. They can be exempted from the necessity of 
testing, and we see no objection to an exemption with respect to those 
additives which already have been tested adequately and have received 
informally the approval of FDA or the Meat Inspection Branch of 
the United States Department of Agriculture (in case of meat addi- 
tives) for use in food. 

However, we are opposed to a blanket grandfather clause that 
would permit the use for an indefinite period of all additives now 
employed, because some of them are not generally recognized by 
experts as safe. We think it would be improper to sanction the 
indefinite use of an inadequately tested chemical simply because it has 
been used in the past. We think it would be proper to give industry 
a reasonable period of time after legislation is enacted in which to 
complete such testing as is necessary on chemical additives then in 
use which have not received informal clearance. 

What about the addition of poisonous materials to food without 
regard to usefulness of the additive? Some people believe that the 
establishment of a safe level at which the chemical may be added 
should be sufficient to justify inclusion of the compound in the 
food supply. 

But there are some influential food and drug officials and other 
public health officials who think that no poison should be tolerated in 
the food supply unless it is necessary or cannot be avoided. They 
believe that the present state of scientific knowledge will not permit 
pharmacologists to foresee and test for all of the possible deleterious 
effects of an additive, so they think we should forbid the use of as 
many chemicals as possible. 

Many scientists have given this question very careful considera- 
tion, and have concluded that additives should be permitted in food 
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if they accomplish a useful purpose. In 1954, the Food Protection 1,4 
Committee, Food and Nutrition Board of the National Research rec 
Council, stated: file 

A decision to use an intentional additive in foods should be based on the are 
assurance (a) that it will be safe; and (b) that it will benefit the consumer use 
[in Principles and Procedures for Evaluating the Safety of Intentional Chemical fae 
Additives in Foods]. ; 

The hearings on chemical additives in food before the last session tht 
of Congress show that the Food and Nutrition Section of the American 
Public Health Association and the Committee on Public Health of 25 
the New York Academy of Medicine share the views of the National aes 
Research Council group. ful 

Modern food technology needs new chemicals. While they may ~ 
not be absolutely necessary, there is little doubt that their use fosters hei 
great progress in today’s industry. We think it would be inappro- dr 
priate for the government to raise a barrier to the addition of ing 
chemicals to food unless there is sound scientific basis for it. How- be 
ever, there is a large body of opinion that holds that there is no sound - 
basis for adding any poison to food in any quantity unless it is useful. ; 

It should be emphasized that our concern is about the inclusion my 
of active poisons in the food supply. We have no reservations about th 
the addition of completely harmless chemicals, whether or not they ap 
have functional value. 

It is to be hoped that we can reach agreement on all points in this pe 
legislation, and we are willing and ready to get together with those a 
interested in informal meetings and try to agree on proposals all of 
us Can support. th 

Many other bills amending the Food, Drug, and Cosmetic Act or ap 
affecting FDA operations have already been placed in the hopper of di 
the new Congress. Without discussing them here, let me list those pu 
introduced in the first ten days: 

Compulsory inspection of poultry—S. 313, H. R. 12, H. R. 377, at 
H. R. 514, H. R. 767, H. R. 899 and H. R. 3052. ~~ 

Distribution of barbiturate and amphetamine drugs—H. R. 503, me 
H. R. 504, H. R. 1073. av 

Definition of “lobster”—S. 237, H. R. 3023. on 

Tobacco or cigarettes—H. R. 592, H. R. 1199. ot 

Labeling of ice cream, fluid milk, and fluid-milk drinks—H. R. 3086. 

In the field of regulation-making, the Miller Pesticide Amendment sp 
became fully effective on July 22, 1956. We now have approximately re 
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1,400 tolerances, including those established on the basis of evidence 
received at the 1950 hearings and those established through petitions 
filed and accepted under this amendment. About 90 pesticide chemicals 
are involved, and they run the gamut from six established as safe for 
use without specific tolerances for any product to eight for which 
formal zero tolerances were set for any use. Regulatory actions under 
this amendment have already been taken. 

The final order for new-drug regulations was published on July 
25, 1956. Proposed revisions had been published in September, 1955, 
and May, 1956, and drug manufacturers’ representatives were given 
full opportunity to participate in their development. These regula 
tions provide for the establishment of procedures for the conduct of 
hearings prior to the refusal or suspension of an application for a new 
drug. They furnish applicants an opportunity for administrative and 
judicial appeal from any refusal by FDA to permit an application to 
become effective. They also give more emphasis to the responsibility 
of applicants to adhere to the provisions of their applications. 

We expect these revised regulations to promote better applica 
tions, more careful observance of the conditions necessary to assure 
the safety of new drugs and more efficient, faster processing of 
applications. 

Just last week we announced a decision following a hearing on a 
proposal to switch hydrocortisone ointments and lotions from pre 
scription to over-the-counter distribution. This was the first over- 
the-counter switch proposal to be denied through formal proceedings. 
Originally it had appeared that the preparations were safe for over- 
the-counter sale, on the basis of evidence contained in the new-drug 
applications. A number of the Nation’s outstanding dermatologists 
did not agree, and their evidence furnished during the course of the 
public hearing changed our opinion as to the safety of the proposal 

Mr. Goodrich is covering the highlights of our 1956 court cases, 
which have given his division and our regulatory management peopk 
a busy year. I know he will tell you about recent Hoxsey develop 
ments. Let me assure you that we will continue to use all our 
available resources to discourage the public from pinning their hopes 
on those treatments or any other worthless “cures” for cancer and 
other serious diseases. 

We are most pleased that G. Cullen Thomas agreed to serve as a 
special consultant of the Food and Drug Administration following his 
recent retirement. His broad knowledge of our organization and the 
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law we administer will make him most helpful to us in many areas. 
We are looking forward, particularly, to his help in the field of industry 
cooperation and education, which we want to expand. We need the 
help of the industries which want truly effective food and drug laws. 

I cannot close without a word about how much we miss not hav- 
ing Brad Mintener “upstairs” at the Department. His contributions 
in the two years he served as Assistant Secretary were immeasurable 
in strengthening the Food and Drug Administration and its relation- 
ships in and out of government. His continued interest in good food 
and drug enforcement is reflected in the paper he is giving today on 
the proposed survey of state and local facilities. [The End] 





Speakers at the morning session of the annual meeting of the Section on 
Food, Drug and Cosmetic Law of the New York State Bar Association in New 
York City on January 23, 1957, included, from left to right: William W. Goodrich, 
Assistant General Counsel, United States Department of Health, Education, and 
Welfare; A. R. Miller, Chief, Meat Inspection Branch, United States Department 
of Agriculture; Charles Wesley Dunn, chairman of the section; John L. Harvey, 
Deputy Commissioner of Food and Drugs; and C. Joseph Stetler, director, law 
department, American Medical Association. 
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Judicial Progress in 1956 


By WILLIAM W. GOODRICH 


This Address to the Recent Meeting, Section on Food, Drug 
and Cosmetic Law, New York State Bar Association, Spotlights 
Some of the Food and Drug Administration's Late Cases 





\Y IS CUSTOMARY at these annual meetings, I am here to report 
4 & to you our experiences in the courts during the past year. 


The year 1956 was an extremely busy one for us. Most of our 
trials involved drugs and the medical problems that are the grist for 
such trials. They, therefore, put a somewhat greater-than-usual bur 
den on our limited resources. After having used 75 medical witnesses 
in a single case, varying from a resident in medicine at a city charity 
hospital to Mayo’s leading brain surgeon, I am looking forward to Mr. 


Stetler’s movie on how it ought to be done. 


We contested with the promoters of a worthless cancer remedy ; 
the sporisors of so-called health foods as cures for all of man’s ills; the 
distributor of a combination of acids and vitamin B, for the treatment 
of arthritis; the owners and distributors of spring water as an “aid” 
in the treatment of bladder and kidney disorders; the originator of a 
treatment for cannibalism in poultry ; and the sponsor of a drug treat 
ment for alcoholism—to name but a few. In all there were 49 con- 
tested cases in the federal district courts under the Federal Food, 


Drug, and Cosmetic Act. 


Hoxsey Case 
The longest and most expensive trial of the year was at Pittsburgh, 
involving the Hoxsey treatment for internal cancer in man. Despite 
an injunction which prohibits Harry M. Hoxsey and all persons in 
active concert or participation with him from distributing the Hoxsey 
internal medicines interstate as claimed cures for cancer, a Hoxsey 
cancer clinic was opened in Portage, Pennsylvania, in early 1955 unde: 
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Mr. Goodrich Is Assistant General Counsel 
for Food and Drugs in the United States De- 
partment of Health, Education, and Welfare 














the sponsorship of a state senator. Its purpose was to make this 
claimed cure more readily available to people living in the East. 
Shortly after the clinic opened, more than one-half million Hoxsey 
pills, shipped there on order of the Dallas clinic, were seized. Dis- 
covery was unproductive because the responsible people at the Portage 
clinic, as well as Harry M. Hoxsey himself, refused to answer ques- 
tions on a claim of the Fifth Amendment’s protection against self- 
incrimination. A motion for summary judgment—based on the prior 
adjudication in favor of the government—was made, but was never 
ruled on. The case was reached for jury trial in October, 1956. The 
jury returned a verdict for the government in mid-November. 

Well over a hundred witnesses testified. We proved first that 
there is no ingredient or combination of ingredients in these simple 
black and red pills that could, or even might possibly, have a favorable 
effect on cancer. On the contrary, it was shown that potassium iodide 
—the principal ingredient of the treatment—might increase the rate 
of cancerous growths. The other ingredients in the pills were either 
inert herbs or mild laxatives. The Nation’s top experts in the 
chemotherapy of cancer appeared for us to show that the Hoxsey 
medicines have no place in the management of this dread disease. 


This evidence alone should have been enough to prove the treat- 
ment worthless. But most of the trial time was devoted to showing 
that the hand-picked cases which Hoxsey and his supporters have 
claimed as cures were not cures at all. Of the nine patients featured 
in a “man’s” magazine article entitled “I Conquered Cancer” and in 
the state senator’s speech to the Pennsylvania Senate as persons bene- 
fited by the cancer treatment, two were dead of cancer at the time of 
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trial. The senator insisted that one of these patients—a young girl 

died of pneumonia, not cancer, despite an autopsy and her death cer- 
tificate, which plainly established the cause of death as Ewing’s 
sarcoma. Another of the nine never had cancer at all ; the misdiagnosis 
in his case was discovered and corrected in 1950. Two women were 
cured of cancer by radiation before going to Hoxsey. One man had 
surgery at the Mayo clinic, and his cancer was removed before he went 
to Hoxsey. One little boy had an unusual type of cancer—called a 
neuroblastoma—which is known to regress following biopsy alone in 
a good number of cases. That is what happened here. The last two 
patients had skin cancers. Thus, in these cases selected by Hoxsey 
and the senator themselves as good examples of what the drugs do, it 
was plain that no one was cured or helped by the treatment. All of 
the defense cases were of the same type. Not a single case was 
presented that would lead any person qualified to have an opinion to 
believe that the Hoxsey treatment for internal cancer might possibly 


have some merit. 


Irons and Reich Cases 

The Jrons case, tried in Boston in October, involved the super- 
ficially attractive claim that all our ills spring from faulty diets. These, 
in turn, it is said, result from poor soils, pesticide chemicals and 
modern processing practices. Of course, there is nothing but bunk 
to these claims, but they are the stock in trade of a very vocal group 
of promoters of such things as vitamins, minerals, bentonite and 
garlic as therapeutic agents. Here, too, a lengthy jury trial resulted 
in a verdict debunking this promotional scheme. 

The Reich case, now pending on petition for certiorari, was a 
prosecution for criminal contempt for violation of an injunction against 
interstate shipment of the Orgone Energy Accumulator and a group 
of books by one Reich which explain his novel ideas about disease. 
His petition for certiorari in the Supreme Court contains the interest- 
ing revelation that he has made man’s first contact with life in outer 
space and, using his cloudbuster as a space gun, he claims to have 
destroyed certain space ships within the recent past. Just what this 
has to do with the merits of his accumulators and compliance with the 
injunction which prohibits their interstate distribution is difficult to 
see. He attempted to justify his admitted defiance of the injunction 
on the ground that neither the court nor the Food and Drug Adminis- 
tration was competent to understand his “science.” 
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Mountain Valley and Hohensee Cases 

The Mountain Valley case was lost to a jury. The contest there 
developed over whether this Arkansas spring water has been offered 
as a treatment or cure for diseases of the bladder and the kidney and 
for arthritis and rheumatism or is offered simply as an aid to other 
competent treatment. Apparently the jury believed the water was 
offered only as an aid and, from the medical testimony, that it is an 
“aid.” This case is on appeal by the government over the alleged 
failure of the water to bear the required special-dietary-food labeling. 

Other interesting trial-court proceedings involved misbrandings 
which resulted when oral therapeptic representations were made for 
products that were labeled only as dietary food supplements or as 
ordinary foods. Several cases were instituted on the theory that oral 
representations made by door-to-door salesmen about the products 
they were promoting caused the articles to be misbranded for failure 
to bear adequate directions for use. This same issue is now on appeal 
in the United States Court of Appeals for the Third Circuit in the 


Hohensee case. 


Drug Cases 

All of our truck-driver cases were successfully terminated without 
a single contest. These cases involved the widespread sale of the 
amphetamine drugs by filling-station and restaurant operators to 
interstate truck drivers, in violation of the Durham-Humphrey require- 
ment that these drugs be sold only on prescription. A great deal 
more regulatory activity is needed if we are to stamp out this 
dangerous practice. 

One case was brought involving a drug compounded and sold in 
California from raw materials shipped from the East. The critical 
question was whether interstate movement of the raw material would 
make the fabricated dosage form of the drug subject to the federal 
statute, though the dosage form itself never had been in interstate 
commerce. A plea was entered before a definitive decision could be 
reached on the defendant’s motion to dismiss, through which he 
challenged the federal jurisdiction. 

There were several important appellate decisions during the year. 
The Second Circuit upheld the order of the Secretary of Health, 
Education, and Welfare, removing three coal-tar colors from the 
approved food, drug and cosmetic list; the Fifth and Seventh Circuits 
upheld the Durham-Humphrey prescription-drug amendment against 
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constitutional attack, and the Supreme Court denied certiorari; the 
Seventh Circuit made a somewhat unusual decision on insanitary con- 
ditions around a tomato cannery; and the Ninth Circuit affirmed the 
decision that the district courts have no power to grant restitution in 
an injunction suit under the Act. The same court upheld a lower 
court’s decision which refused to order the release of ultrasound 
devices for distribution to California chiropractors but, in doing so, 
refused to venture an interpretation of the scope of chiropractic 
licensure in California. Our Department had refused to authorize the 
release in reliance on California law, but the court of appeals decided 
the case on the narrow ground that what had been done conformed to 
the consent decree. 


Proposed Removal of Four More Coal-Tar Colors 
from Approved List 

The Second Circuit’s coal-tar color decision deserves brief com 
ment both because the order which the court affirmed is under attack 
in two other circuits and because the Federal Register for January 24 
contains a notice of the proposed removal of four additional colors 
from the approved list. 

The Administration’s new look at the coal-tar colors that have 
been listed for unrestricted use in foods, drugs and cosmetics has itself 
come in for critical examination not only in the courts, but also by an 
ad hoc scientific committee. This committee made a thorough study 
of facilities, personnel assigned, and present and projected toxico 
logical studies. It found the facilities and personnel short but the 
research programs soundly conceived. It agreed that Red 32, Orange | 
and Orange 2 had properly been removed from the approved list for 
unrestricted use. It called for intenstification of research and prompt 
action in eliminating colors that have been found toxic. But it sug 
gested that the present law was unrealistic and that it handicapped 
FDA in future planning. 

Certainly, the court of appeals opinion did little to clarify the 
meaning of existing law. The court cautioned the Department that 
a failure to provide an adequate margin of safety in listing colors for 
certification “might well constitute an abuse of discretion.” Citing 
the language of the Atlas Powder decision, it pointed out that the 
Secretary is justified in refusing to take even small risks when the 
problem is one as to the safety of a chemical that the public may eat 


every day in its diet. 
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The court, however, rejected the contentions of both sides as to 
the proper construction of the statute. The Certified Color Industry 
Committee contended that Congress meant to ban colors only when 
they “ordinarily” or “normally” would be harmful in the diet. The 
government argued that the colors must be “without physiological 
effects” to be harmless. 


What Does ‘‘Harmless’’ Mean? 

The rule apparently to be drawn from the decision is that if there 
is a possibility that any use of a color in the diet may injure any 
segment of the public—the strong or the weak, the young or the old, 
the well or the sick—the color is not harmless, and it should be 
removed from the approved list. “‘Harmless’,” the court said, “must 
have some relation back to” another section of the Act which bans 
added poisonous and deleterious substances which may be injurious to 
health. This, the court said, means that if the color is one that may 
be injurious to health in any possible use, it cannot be classified as 
harmless. Once the Department of Health, Education, and Welfare 
has decided the color has a real potentiality for harm, it cannot be 
certified, and any food is adulterated if it contains such a dye, regard- 
less of whether the particular food itself contains enough of the color 
so that it could possibly cause harm. 

The court accepted the Secretary's findings that safe tolerances 
for the three colors could not be established. It said: 

Now that their toxicity has been amply demonstrated it would be uncon- 
scionable for any court to require the Secretary to permit their use without the 
clearest and most uncompromising evidence that usage at certain levels was 
absolutely safe. 

Even assuming that the Secretary could determine that X milli- 
grams of coal-tar color could be taken daily with absolute safety for 
25 years, the court recognized the practical difficulty of holding the 
daily intake to X milligrams when this color is used in a wide variety 
of foods, drugs and cosmetics. It was this impossibility of controlling 
the daily intake of coal-tar colors that justified the Secretary’s refusal 
to venture into a program of tolerances for toxic colors. But here, too, 
the court did not tell us whether the statute—as distinguished from 
the practical difficulties noted—precludes the Department from under- 
taking to establish safe tolerances for some or all of the toxic colors. 





Implicit in the scientific committee’s comment is the suggestion 
that the law should provide for safe tolerances for colors that are 
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themselves toxic. Apparently, some such rule must be established if, 
as the industry committee contended in the Second Circuit, it is a 
well-established fact that all of the colors on the list are toxic. The 
alternative is a much smaller list of colors which can pass the court’s 
“harmless” test. 

While it is possible that the Fifth Circuit may disagree with the 
court of appeals in New York, that seems unlikely. Thus, under exist- 
ing law, it seems probable that four yellow colors will follow the two 
oranges and one red off the unrestricted list. If toxic colors are to 
be permitted, Congress must grant the permission. It must decide 
whether eye appeal justifies the risk—small though it may be— 
involved in tolerating small amounts of these toxic colors in the diet. 


Smith Canning Company Case 


The Smith Canning Company case, decided by the Seventh Circuit 
in July, is a significant food case. The court affirmed a trial court 
finding against the government that this Utah tomato cannery was 
not operating under insanitary conditions which might result in con- 
tamination of the finished food. In doing so, it held that the standard 
of ‘sanitation to be applied should be the national average. We were 
told that if we wish to improve this national average, we should do 
so by promulgating regulations specifying the sanitary measures to 
be taken. Once such regulations were promulgated, the court indi- 
cated, they likely would be given the force of law. In the same 
opinion, the court did give legal effect to the informal administrative 
tolerance for mold in tomato products. 


It is difficult for one to find in the statute authority to promulgate 
a code of sanitation, but if the national-average rule is followed and 
it should become necessary in simple filth cases to establish on a 
case-to-case basis what those average conditions are, we shall have to 
consider further the court’s suggestion about the code. [The End] 


¢ ON ANTITRUST ENFORCEMENT POLICY ¢ 


In “Current Antitrust Policy,” a speech before the Antitrust Sec- 
tion of the New York State Bar Association on January 24, Victor R. 
Hansen, Chief of the Antitrust Division of the Department of Justice, 
noted that the great bulk of government antitrust actions stems from 
individual complaints. He announced that he has formulated plans— 
subject to the approval of the Attorney General—to determine the 
feasibility of other means for the selection of antitrust actions. 








Cooperation in Narcotic-Law Enforcement 


T WILL BE RECALLED that by S. Res. 67, adopted March 18, 

1955, the United States Senate authorized its Committee on the 
Judiciary to conduct the first nation-wide investigation of the illicit 
narcotics traffic in the United States. The aim of the inquiry was to 
find ways and means of improving the Federal Criminal Code and 
other laws and enforcement procedures dealing with the possession, 
sale and transportation of narcotics, marijuana, and similar drugs. 
The task was assigned, by the chairman of the committee, to the 
Subcommittee on Improvements in the Federal Criminal Code, under 
the chairmanship of Senator Daniel. 


At the close of the first session of the Eighty-fourth Congress, the 
Committee on Ways and Means of the House of Representatives 
directed the appointment of a subcommittee for the purpose of making 
an investigation and study of illicit trafficking in narcotics, barbitu- 
rates and amphetamines in the United States, with particular attention 
to be paid to a study of the effect of the so-called Boggs Law (Public 
Law 255 of the Eighty-second Congress) on the illicit narcotic 
traffic. This subcommittee on narcotics was under the chairmanship 
of Representative Hale Boggs. 

Both subcommittees held extensive public hearings throughout 
the United States and compiled a valuable record of testimony con 
cerning the subject of the investigations. As a result of these hear- 
ings, and upon the favorable recommendations of the Congressional 
committees concerned, there was enacted into law the Narcotic Con 
trol Act of 1956, approved July 18, 1956, and effective the following 
day. I believe the principal features of this new legislation have 
already been brought to your attention. I wish, at this time, to 
emphasize just one of these features, that is, the provision imposing 
increased penalties for the unlawful sale or transfer, or conspiracy 
to sell or transfer unlawfully, any narcotic drug or marijuana. For a 
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By H. J. ANSLINGER 





At the New York Bar's 1957 Meeting, the 
United States Narcotics Commissioner Dis- 
cussed Federal-State-Local Teamwork Among 
Narcotic Officers and Harmony Among Laws 





first offense of this type, the penalty is imprisonment for not less 
than five nor more than 20 years, with a fine of up to $20,000. For a 
second or subsequent offense, the penalty is imprisonment for not 
less than ten nor more than 40 years, with a fine of up to $20,000. 
The penalties are rather more drastic if the unlawful sale is made by 
an adult (over 18 years) to a minor (under 18 years); if the drug 
unlawfully sold in this case is heroin, imprisonment may be for a 
period of from ten years to life, or the death penalty may be imposed if 
the jury shall so direct. In connection with these penalties for unlaw 
ful sale, the law does not permit suspension of the imposition or 
execution of sentence, or the granting of probation. 


In discussing the matter of penalties, in its formal report on the 

bill which became the Narcotic Control Act of 1956, the House Ways 
and Means Committee expressed the opinion that the enactment of 
the so-called Boggs Law in 1951 had been largely responsible for 
turning the rising tide of the illicit narcotic and marijuana traffic 
and addiction. However, this committee found that: 
P the recommended increase in the severity of the schedule of sentences is 
justified by (1) the seriousness of the social problem that is posed by the illicit- 
drug trafficker, and (2) the factual evidence proving the deterring value of severe 
penalties for narcotic and marihuana law violations. 

The Senate Committee on the Judiciary, in its formal report on 
the same bill, found that “Federal penalties for the smuggling, 
distribution, and sale of illicit narcotics are neither commensurate 
with the seriousness of the crime nor are they sufficient to remove 
the profits” and that “whenever and wherever penalties are severe 
and strictly enforced, drug addiction and narcotic trafficking have 
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decreased proportionately.” These findings by both committees con- 
firm the viewpoint on the same subject held by the Bureau of Narcotics 
and by enforcement authorities in those states which have adopted 
and enforce more drastic penalties for violation of their respective 
narcotic laws, particularly in the unlawful sale of narcotics. For 
instance, the State of Ohio recently adopted a new schedule of pen- 
alties for various violations of its narcotic law, including a penalty of 
imprisonment of from 20 to 40 years for the illegal sale of narcotics, 
and a penalty of from 30 years to life imprisonment if the illegal sale 
were made to a minor. A peddler who appeared before the court for 
sentencing and received the minimum sentence, for illegal sale, of 
20 years promptly fainted. The illicit-drug peddler may normally be 
expected to pursue his nefarious trade in areas where the penalty 
risk is comparatively low, but if he is confronted with a comparatively 
high penalty risk in all areas, it is obvious that this should be an 
important factor in reducing total contraband drug peddling through- 
out the United States. 


State and Local Enforcement Responsibilities 





In considering improvements made in the federal narcotic and 
marijuana laws by the enactment of the Narcotic Control Act of 1956, 
we must not overlook the fact that state and local authorities have a 
duty and responsibility with regard to controlling the illicit traffic 
in these drugs within their respective areas. Thus, the Senate Judici- 
ary Committee, in its formal report, specifically recognized concurrent 
jurisdiction of the states in the suppression of the narcotics traffic 
within their respective jurisdictions, and noted that the bill provides 
for cooperation with the states in drafting and enforcing their own laws. 


The committee wrote: 


It is apparent that Congress has not in the past and does not now assert or 
assume exclusive jurisdiction in this field; nothing contained in . . . [the bill] 
should be interpreted as impairing or superseding State jurisdiction and laws 
relating to the same offenses, it being the intention of the Congress that the 
States should continue to exercise concurrent jurisdiction in the control and 
suppression of the narcotics traffic. 


Subcommittee on Narcotics—ttems for State Consideration 


The importance of state cooperation was also recognized in the 
report of the Subcommittee on Narcotics of the House Ways and 
Means Committee. The subcommittee expressed the hope that the 
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states would review their responsibilities in this problem of controlling 
narcotic addiction and where necessary take appropriate action. Spe- 
cifically, the subcommittee presented the following items for state 
consideration : 

Penalties for violations of the narcotic laws should be mandatory in all States. 

The minimum and maximum penalties should be increased for all violations 
of the narcotic laws, both Federal and State, with parole eliminated. 

The States should be urged to provide suitable legislation for the commit- 
ment of addicts for treatment. 


State and local governments should be urged to provide adequate enforcement 
personnel to combat narcotic addiction and the illicit traffic on these levels. 


It is urged that the States and local communities establish a program for 
the follow-up treatment of addicts and provide hospital facilities for treating 
addicts where warranted by the rate of addiction. 

States should be urged to amend their narcotic laws to cope with the problem 
of the new synthetic narcotic drugs. 

Those States without adequate narcotic legislation should be urged to adopt 
the Uniform Narcotic Drug Act. 

All States should be urged to adopt an addict law similar to the one now 
in operation in New Jersey and to provide heavier mandatory type penalties for 
all narcotic violations. 

Research should be continued and expanded on both the Federal and the 
State level into the causation and prevention of addiction as well as its treatment. 


1956 New York Amendments 


It is noted that, in 1956, certain amendments were made to the 
narcotic laws of the State of New York, designed to make these laws 
more effective. Particular mention is made of the increase in the 
mandatory minimum penalty from two to five years for the unlawful 
sale of narcotics to an adult and the increase in the mandatory 
minimum penalty from five to seven years for the unlawful sale of 
narcotics to a minor. It is also gratifying to note that the Subcom- 
mittee on Narcotics of the House Ways and Means Committee took 
occasion to cite New York City as one of the cities making progress 
toward a solution of the narcotic-addiction problem, in that treatment 
facilities are provided for youthful drug addicts at Riverside Hospital, 
North Brothers Island, New York City. The subcommittee urged 
that these facilities should be extended to provide treatment for 
older addicts in that area and, while recognizing that some progress 
had also been made in rehabilitation in Chicago and Detroit, strongly 
urged that these facilities be expanded and that other problem areas 
take steps to provide similar facilities. 
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As you know, there has been established in the State of New 
York a joint legislative committee on narcotics, to study the effec- 
tiveness of the state’s antinarcotic laws and to recommend ways of 
dealing with the narcotic problem. I understand that this committee 
is now engaged in an inquiry into, and detailed study of, the problem. 
I hope the committee will give careful consideration to the matter 
of appropriate penalty provisions and to the other subjects urged 
for state legislative cognizance by the Subcommittee on Narcotics 
of the Committee on Ways and Means of the United States House 
of Representatives. 


Duty of Training for Enforcement 


Since 1930, when the Bureau of Narcotics was established, a 
federal statute has required cooperation by its officers with state 
authorities in matters dealing with control of the narcotic-drug traffic, 
and under the uniform state narcotic law as adopted in most of the 
states there is the reciprocal obligation imposed upon state officers 
to cooperate likewise with federal narcotic officers. In the Narcotic 
Control Act of 1956, Congress imposed upon the Treasury Depart- 
ment (Bureau of Narcotics) an additional duty : 

to conduct narcotic training programs, as an integral part of narcotic law 


enforcement for the training of such local and State narcotic enforcement per- 
sonnel as may be arranged with the respective local and State agencies 


Practical Value of Specialized Courses 


The state and municipal officers engaged in local narcotic-law 
enforcement who have attended these training courses have uniformly 
expressed appreciation of the practical value of the instruction received 
in this specialized field of law enforcement. By means of these train 
ing courses, there is being developed an even more effective team 
spirit between federal narcotic officers and state and local officers 
assigned to narcotic-law enforcement, which should be reflected in a 
better degree of control of the illicit traffic. To derive full advantage 
from this teamwork, the state narcotic law should be in reasonable 
harmony with the federal narcotic law as far as possible; it should 
not, at least, provide substantially lower penalties for violations than 
does the federal law and it should include coverage, for instance, of 
the synthetic narcotic drugs, as does the federal law. [The End] 








Ww 


3) 


m 


re 


sl 


al 


bi 


li 





Public Information 


UNDER THE FEDERAL FOOD, DRUG, 
AND COSMETIC ACT—II 


By WALLACE F. JANSSEN 


In This Part of His Article, the Writer Outlines History ot the 
Food and Drug Administration's Public-information Program, and 
Its Principal Statutory Authority—Section 705 of the 1938 Act 





“Everything secret degenerates, even the administration of justice; 
nothing is safe that does not show it can bear discussion and 
publicity.”-—Lord Acton 


é pros public-information program of the Food and Drug Adminis 
tration had its historical beginnings in the reports of the former 
Bureau of Chemistry of the United States Department of Agriculture, 
which documented the need for the original Act of 1906. The famous 
Bulletin No. 13 on studies of food adulteration, issued in ten parts 
between 1887 and 1902, may be regarded as the first publication of the 
institution now known as “FDA.” 

Authority to report the results of scientific investigations by the 
Bureau was not questioned, and only one brief reference to publicity 
was included in the 1906 law. This provided for publishing the results 
of court actions, and read as follows: 

After judgment of the court, notice shall be given by publication in such 
manner as may be prescribed by the rules and regulations aforesaid 

Regulation No. 7 under the 1906 law was titled “Publication,” and 
read as follows: 


(a) After judgment of the court in any proceeding under the act, notice 
shall be given by publication. Such nctice shall include the finding of the court 
and may include the findings of the analyst and such explanatory statements of 
facts as the Secretary of Agriculture may deem appropriate 

(b) This publication may be made in the form of a circular, notice, or 
bulletin, as the Secretary of Agriculture may direct 

(c) If an appeal be taken from the judgment of the court before such pub- 
lication, that fact shall appear. 
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Mr. Janssen Is in Charge of Pub- 
lic-Information Activities of FDA 











Under this authority, the first of the notices of judgment was 
issued on May 2, 1908. This record of the enforcement of the law has 
been maintained continuously to the present time. Altogether, 59,500 
court actions have been reported (as of December 31, 1956). 

Today, the principal statutory authority for the public-information 
program of FDA is Section 705 of the Federal Food, Drug, and 
Cosmetic Act of 1938, which reads as follows: 

Sec. 705. (a) The Secretary shall cause to be published from time to time 
reports summarizing all judgments, decrees, and court orders which have been 
rendered under this Act, including the nature of the charge and the disposition 
thereof. 

(b) The Secretary may also cause to be disseminated information regarding 
food, drugs, devices, or cosmetics in situations involving, in the opinion of the 
Secretary, imminent danger to health, or gross deception of the consumer. 
Nothing in this section shall be construed to prohibit the Secretary from collect- 
ing, reporting, and illustrating the results of the investigations of the Department. 

Section 705(a) is essentially a restatement in more precise terms 
of the intent of the corresponding section in the Act of 1906. Section 
705(b) makes clear the intent of Congress that the Secretary of Health, 
Education, and Welfare shall have ample authority to protect con- 
sumers by putting them on guard against dangerous or fraudulent 
products. It also makes clear the authority which the enforcing 
agency was always presumed to have to make public the results of 
its investigations. 


Publicity on Court Actions 


The 1938 Act contains a number of other references to public 
information. These will be discussed later under the topic of “adminis- 
trative and educational information.” In this article we propose to 
discuss FDA’s public-information program as it relates to court actions. 
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The primary source of public information about court actions 
under the Federal Food, Drug, and Cosmetic Act is the courts them- 
selves. The Sixth Amendment states that “in all criminal prosecu- 
tions the accused shall enjoy the right to speedy and public trial.” 
This is not merely a right of the accused, and it is long established 
that the press and public have a right of access to court proceedings 
and records, whether criminal or civil, and that this helps to insure 
the quality of justice.’ 

Reporters regularly cover court cases under the food and drug 
law, just as they do other court proceedings, and sometimes these 
cases make Page 1 headlines. Often a routine case has local interest 
and may be reported, although attracting no attention outside the 
home town. 

It is the prerogative of the press to determine whether a given 
case has sufficient reader interest to warrant coverage. The Adminis 
tration plays no part in such decisions. 

Reporters sometimes query FDA officials about pending court 
cases. Such queries may be answered by giving information that is 
on the court record or the reporter may be referred to the United 
States Attorney who is handling the case. 

The Food and Drug Administration does not initiate publicity on 
the filing of a case, this being considered a function of the prosecutor. 
If a case is newsworthy, it is quite common for the local United 
States Attorney to call it to the attention of the reporters or issue a 
press statement about it. If a case is of national interest, the Depart- 
ment of Justice in Washington may issue a news release. This applies 
to the FDA cases as well as others. For example, when a series of 
22 cases was filed simultaneously in October, 1955, against 45 indi- 
viduals charged with selling dangerous stimulant drugs without 
prescriptions to highway truck drivers, a joint announcement was 
made by the United States Attorney General and the Secretary of 
Health, Education, and Welfare. 


Notices of Judgment 
When a case under the Federal Food, Drug, and Cosmetic Act is 
terminated, a notice of judgment is prepared in the Food and Drug 





1**The public trial protects the accused ing to justice is well developed in James 
against the undue severity of a capricious Russell Wiggins’ book, reedom or Secrecy 
court; but it also protects the community (New York, Oxford University Press, 1956), 
against the undue lenity of a capricious Chapter 2 
court.’’ The relationship of public report- 
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Division of the General Counsel’s Office of the Department of Health, 
Education, and Welfare, for publication by the Commissioner of Food 
and Drugs under direction of the Secretary. These notices include 
such pertinent information as: the firms or individuals named in the 
proceedings, the kind and quantity of products involved, the charges 
made by the government, the action taken by the court and, if an 
opinion was rendered, significant quotations from that opinion, so 


that the notice will constitute an adequate record of the case. The 
notice is not prepared and published until court action is completed, 
which includes any appeals that may be filed. 

The foregoing kinds of information are reported in all types of 
cases, whether seizures, prosecutions or injunctions. One exception 
should be noted. In the interest of fairness, brand names and names 
of consignors are omitted from the notices covering seizures where it 
is charged that spoilage or contamination of the food, drug or cosmetic 
took place after the goods were shipped or delivered for shipment in 
interstate commerce. The policy of withholding names of consignors 
and their brands was adopted when it was found that information 
from the notices was being regularly used to stigmatize the shippers 
and brands of goods which were in perfect condition when they left 
the manufacturing plant and which had become violative through 
accident or carelessness on the part of carriers or consignees. The 
latter persons continue to be named in notices of judgment dealing 
with these so-called “consignee violations.” 

It may be noted here that Section 705 was not needed to make public 
the outcome of cases, that information being already public. What 
Congress did in Section 705(a), as in the corresponding provision of 
the 1906 law, was to set up a convenient and continuing public record 
of the enforcement of the Act. Such a record has great public value: 

(1) As a compilation of all cases under the Act, the notices con- 
stitute a record of stewardship of those entrusted with the duty of 
enforcement. Recognizing that the better the enforcement the fewer 
the number of court actions which should be necessary, the notices 
nevertheless reveal the substance of what was put before the courts, 
and their response to it. 

(2) The notices are a basic source of information on the number 
and kind of violations of the law. For administrative purposes, suc! 
a record would be necessary even if Congress had not expressly 


required it. 
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(3) This record serves to put interested consumers and business- 
men on guard against careless and dishonest practices and firms. 
Particularly, it identifies chronic violations and violators. 

(4) As publicity, the sentences printed in the notices of judgment 
often have stronger deterrent effect than the sentences imposed by 
the courts. 


Monthly Press Reports 

The early notices of judgment contained more technical informa 
tion than those published today. They were signed by the “Board 
of Food and Drug Inspection,” consisting of Harvey W. Wiley, 
Frederick L. Dunlap and George P. McCabe, and were approved by 
the Secretary of Agriculture, James Wilson. On issuance they were 
given to the press, and probably constitute the first “press releases” 
of the organization that is now FDA. It was soon realized that the 
notices of judgment could not be published quickly enough after 
trial to be of much use to the daily press. News releases were there 
fore prepared reporting the outcome of important cases, and these 
were being issued occasionally as early as 1915. 

A monthly press summary on terminated cases was being pub 
lished regularly prior to World War II. During the war these reports 
were discontinued for a time as an economy measure, but complaints 
from the press and consumer organizations hastened their renewal. 
Today, a summary release on court actions is published each month, 
including a list of terminated criminal and injunction cases, with the 
pertinent facts as required by Section 705. Seizure actions are reported 
statistically by giving the number of cases, and the amounts and kinds 
of products removed from the market during the month. Because 
seizure cases are reported on a “when consummated” basis, and may 
be contested, brand names and names of parties involved are not 
given in the monthly press report. Such information may, of course, 
be obtained from court records. 

In view of the great importance of voluntary compliance with 


the law, the monthly press reports now include information sent in 


by FDA inspectors reporting constructive actions by business firms 


te protect the public.? For example, these “corrective action reports” 





2 Adopting one of the recommendations 
of the Citizens Advisory Committee on the 
Food and Drug Administration 
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cover voluntary destruction of spoiled or contaminated products. 
Owners have the privilege of so disposing of violative goods, if this is 
done immediately, while the inspector is on the premises to witness 
the destruction. This may save trouble and expense for both the firm 
and the government, as well as insuring against distribution of defec- 
tive merchandise. 


The monthly press reports may also include newsworthy actions 


by management to renovate and modernize equipment and facilities 


to insure cleanliness, and to strengthen control procedures and other 
kinds of voluntary activities which are effective to protect consumers. 
Names of firms and individuals cannot usually be mentioned, however, 
since to give credit for correcting a condition or practice could have 
the effect of stigmatizing a company for its praiseworthy action. 
Commendations are more encouraging than criticisms. Wherever 
it is possible and appropriate, FDA wishes to recognize publicly that 
reputable manufacturers and distributors are zealous in their efforts 
to comply with the law, and that these efforts are the most important 


single factor in the protection of consumers. 


Open File on Court Actions 


The primary function of the monthly reports on court actions is 
to carry out the mandate of Section 705 by issuing promptly the 
information which is required to be published. In order to provide a 
still more timely record, an open file on court actions was established 
in the Commissioner’s office in Washington, beginning in December 
1952. In this file or “blotter” there is posted each day information 
on the principal developments in all pending cases, as received from 
the various district courts throughout the country. For example, this 
file shows when a case has been started, the defendants and/or prod- 
ucts involved, the provisions of the law alleged to be violated, whether 
an appeal is taken, and the judgment rendered. This public record 
makes it possible for any interested person to obtain access to all 
public information on every case filed under the Federal Food, Drug, 
and Cosmetic Act, either at FDA headquarters in Washington or by 
consulting the appropriate court records. 





A Study in Confusion 


By C. R. KERR 


Mr. Kerr, of Swift & Company's Law Department, States That in Cases 
of Frozen Desserts Containing Vegetable Oils, Basically Uniform 
Laws Would Enable Manufacturers to Give Far Greater Cooperation 


HE REGULATORY OFFICIALS of the various governmental 

jurisdictions and industry in general earnestly profess the desire 
for uniformity in the enactment, administration and enforcement of 
laws pertaining to the manufacture, distribution and sale of food. 
Article II of the constitution of the Association of Food and Drug 
Officials of the United States provides as follows: 

The object of this Association is to promote and foster the enactment of 
uniform laws and the enforcement of all laws effective for the protection of the 
public health and prevention of fraud and deception in the production, manu- 
facture, distribution, and sale of foods, drugs, cosmetics, and therapeutic devices, 
to secure the adoption of uniform administrative procedure, and to encourage 
cooperation with respect to the enforcement of federal, state, district, county, 
and municipal laws and regulations. 

The purpose of this paper is to review the status of the various 
regulatory laws of the federal government and a group of midwestern 
states insofar as they pertain to a specific article of food, and the 
confusion which results from the lack of uniformity in laws, interpreta- 
tions, and enforcement. While the subject matter of the discussion 
is limited to a small number of jurisdictions, the problem is intended 
to be illustrative of conditions prevailing in all areas. Obviously, the 
length of our discussion must be limited, and a review of the laws of 
all states would merely create duplications without extending our views. 

There is presently being sold in a substantial number of states 
a frozen dessert product in the manufacture of which vegetable fats 
have been substituted for butterfat. This is a nutritious product made 
from wholesome ingredients. It is a product which is rapidly gaining 
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wide public acceptance. In light of the spirit of Article I] of the 


constitution of the Association of Food and Drug Officials of the 
United States, let us consider the status of this product in a number 
of jurisdictions. 

In 15 Federal Register 2082 (April 13, 1950),’ there was pub 
lished a statement of policy of the Federal Security Agency wherein 
it took note of the manufacture of frozen desserts containing vegetable 
oils. The substance of the policy was that such product was adulterated 
and would be considered contraband if shipped in interstate commerce. 

On June 10, 1953, the United States District Court for the Northern 
District of New York rendered a decision ? wherein it was held that 
products manufactured in semblance of ice cream, except that they 
were manufactured from inferior ingredients, would meet the labeling 
requirements of Section 403(c) of the Federal Food, Drug, and Cos 


metic Act * if the products were, in fact, labeled “imitation ice cream.” 


Following this court decision, the Commissioner of Food and 
Drugs, Department of Health, Education, and Welfare published in 
the Federal Register of April 22, 1955, a statement revoking the former 


policy and approving the interstate shipment of frozen desserts con 


taining vegetable fats if they were labeled “imitation ice cream” *: 


Under the authority vested in the Secretary of Health, Education, and 
Welfare by the provisions of the Federal Food, Drug, and Cosmetic Act (se« 
701, 52 Stat. 1055; 21 U. S. C. 371) and delegated to the Commissioner of Food 
and Drugs by the Secretary (20 F. R. 1996), and pursuant to the provisions of 
the Administrative Procedure Act (sec. 3, 60 Stat. 237, 238: 5 U. S. C. 1002), the 
statement of interpretation contained in § 3.18 Use of vegetable fat in ice cream, 
published in the FEDERAL REGISTER April 13, 1950 (15 F. R. 2082) is hereby 
revoked, and the following statement of interpretation is hereby issued 


§ 3.. se of vegetable fat in products which are imitations of ice cream. There 

§ 3.39 f table fat ducts which tat rt 

is currently being marketed in interstate commerce a frozen product made in 

semblance of ice cream, but containing vegetable fats in complete or partial 

substitution for milk fat. In some cases the product is marketed under a fanciful 
121 CFR Sec. 3.18 (1953 Supp.) Drug. and Cosmetic Act, and therefore 
“Use of vegetable fat in ice cream. The subject to action under the law (15 F. R 

Department of Health, Education, and 2082, Apr. 13, 1950).’’ 

Welfare has received a number of inquiries 2U. 8. v. 651 Cases. More or Less 

regarding proposals to market in inter- of Chocolate “‘Chil-Zert,’’ CCH Food Drug 

state commerce a frozen product made in (Cosmetic Law Reports { 7272, 114 F. Supp 

semblance of ice cream, but containing 430 

vegetable fats in complete or partial sub- oo tar — 

stitution for milk fat It has been stated 21 USCA rw 343 

that the product is being currently manu- A food shall be deermed to be mis- 

factured in several states for distribution branded ‘ ; 

wholly within the borders of the state in (c) If it is an imitation of another 

which it is made. food, unless its label bears, in type of 
This Department regards products of uniform size and prominence, the word 

this type, in which any vegetable fat is imitation’ and, immediately thereafter 

used as an ingredient, as adulterated the name of the food imitated 

within the meaning of the Federal Food, *21 CFR Sec. 3.39 (1956) 
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designation. Such a product is now regarded as an imitation of ice cream, and 
thus amenable to the provision of the Federal Food, Drug, and Cosmetic Act 
requiring the label to bear the name “Imitation Ice Cream,” with all these words 
in type of uniform size and prominence, regardless of whether a fanciful desig- 
nation is used. 


Laws Applying to Frozen Dessert Product 


Let us now consider the regulatory laws applying to this product 
in the States of Missouri, Illinois, lowa, Nebraska, Kansas, Oklahoma 
and Arkansas. 

Missouri—The State of Missouri does not have a specific statute 
dealing with this product. It is governed by the general food and 
drug act of that state. The bureau of food and drugs has promulgated 
regulations ® pertaining to this product which, in effect, follow the 
federal rule in that the product is required to be labeled as “imitation 
ice cream,” with the name and address of the manufacturer and a list 
of all ingredients in the order of their predominance. 

Illinois 


and 


Illinois has a special act covering frozen dessert prod 


ucts mixes.© This act requires that the product be called “a 


vegetable fat frozen dessert.” The Division of Foods, Dairies, and 


of the 
interpreted the act as prohibiting the use of the legend “imitation ice 


Standards Illinois Department of Agriculture has further 


cream” on the label, under Section 264, which provides as follows 


264. Name, Substitution or Imitation. §7. The misleading or 
name or designation for any frozen dessert product or mix is hereby prohibited 


The name, title or designation used to describe any 


contusing, 


frozen dessert product or 
mix shall not imitate, resemble or copy by word, sign, device or symbol any 
dairy product by substitution or combination of letters or words, or through us« 
of a phonetic equivalent term of any dairy product or otherwis« 


The state administration has ruled that the use of the legend 


“imitation ice cream” would suggest to the consumer that he was 


buying a dairy product. 


Revised Statutes 1949. Sec 
Regulation, Memorandum No 


* Missouri 
196.075(3) 
3 

‘This office (Bureau of Food and Drugs) 
has received a recent opinion from the 
Attorney General's Office in regard to the 
State Ice Cream Law and the State Food 
and Drug Laws and Regulations, pertain- 
ing to the labeling of frozen desserts 
manufactured from vegetable oils or fats. 

‘Section 196.075, paragraph 3, of the 
Revised Statutes of Missouri, 1949, reads 
as follows 

‘*A food shall be deemed to be mis- 
branded (3) if it is an imitation of another 
food, unless the label bears, in type of 
uniform size and prominence, the word 


imitation.’’ and, immediately 
the name of the food imitated.’ 

Frozen desserts manufactured 
vegetable oils or fats look and taste 
ice cream. and are used in place of ice 
cream Therefore, such products are an 
imitation of ice cream and must be labeled 
accordingly It necessary that the con- 
tainers of these products bear the words 
Imitation Ice Cream’, in such size and 
prominence as to be easily readable. This 
labeling must be used on any frozen des 
sert which contains vegetable oil or fat 
regardiess of the amount present 
* Illinois Revised Statutes, Ch. 56 
257-271 


thereafter 


from 
like 


is 


Secs 
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Arkansas.—Arkansas has enacted what has generally come to be 
known as the Mellorine Act.’ In this act, vegetable-fat frozen dessert 
is given a standard of identity and under the act, in Section 3, we find 
the following language: 

Use of the word “cream,” or its phonetic equivalent, however spelled, in 
connection with the labeling, advertising, branding or sale of “Mellorine,” is 
hereby prohibited 

Here, again, the state administration has interpreted the law as 
prohibiting the use of the words “imitation ice cream” on the label. 

Oklahoma.—Oklahoma has enacted a law ® wherein a standard of 
identity is created for “Mellorine.” However, that act does not con- 
tain any prohibition against the use of the phrase “imitation ice cream” 
on the label. The law merely prohibits any false or misleading labeling. 

lowa, Kansas and Nebraska.—In these three states,’ there is no law 
dealing specifically with frozen desserts containing vegetable fats but, 
rather, they are classified as filled milk products and, therefore, contra- 
band and subject to seizure. 

In reviewing the federal and state laws cited above, to say that 
there is something less than uniformity would probably be the under- 
statement of the year. In spite of this, if one were to make a survey 
of the health and intelligence of the citizens of each of these states, 
an analysis of the information developed in the survey would un- 
doubtedly show a remarkable uniformity throughout, regardless of 
these diverse provisions calculated to protect public health and to 
prevent the practice of fraud and deceit. 

It has been suggested that products could be labeled to conform 
with the requirements of the Federal Food, Drug, and Cosmetic Act 
while the products are moving in interstate commerce and that, after 
they have come to rest, they could be relabeled in accordance with the 
requirements of the particular state, assuming it would permit the sale 
of this product. Those who make this suggestion are not familiar with 
Section 301(k) of the Federal Food, Drug, and Cosmetic Act which 
provides as follows: 


Sec. 301. The following acts and the causing thereof are hereby prohibited: 


(k) The alteration, mutilation, destruction, obliteration, or removal of the 
whole or any part of the labeling of, or the doing of any other act with respect 





' Arkansas Statutes 1947, Secs. 82-912 and * Ilowa—1954 Code, Sec. 190.5; Kansas— 
following. 1949 General Statutes, Secs. 65-725 and fol- 
* Oklahoma—2 O. S. 7-101 and following. lowing; Nebraska—1943 Revised Statutes, 
Sec. 223. 
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to, a food, drug, device, or cosmetic, if such act is done while such article is 
held for sale (whether or not the first sale) after shipment in interstate com- 
merce and results in such article being adulterated or misbranded 

Let us consider the plight of Mr. Frus Tration who operates a 
plant of substantial size in Kansas City, Missouri. This plant would 
manufacture ice cream and frozen dessert containing vegetable fats. 
Mr. Tration normally distributes products in Missouri, Illinois, Lowa, 
Nebraska, Kansas, Oklahoma and Arkansas. If he labels his frozen 
dessert in accordance with the regulations of the State of Missouri, 
he has complied with the requirements of the Federal Food, Drug, and 
Cosmetic Act and, accordingly, insofar as the federal law is concerned, 
can ship his product in interstate commerce without violation. 

What is the situation if Mr. Frus Tration ships his product into 
Illinois? Under the Illinois law, even though he properly labeled the 
product as “a vegetable-fat frozen dessert,” it would still be subject 
to seizure if it carried the legend “imitation ice cream” necessary for 
interstate shipment. 

When Mr. Frus Tration’s plant ships his product into the State 
of Arkansas and labels it “Mellorine,” as required by the Arkansas 
law, the product would be subject to seizure on the basis of its being 
misbranded because it must necessarily carry the legend “imitation 
ice cream,” having been shipped in interstate commerce. 

There is one bright spot in the picture of Mr. Frus Tration’s 
manufacture and sale of frozen dessert. Assuming he is willing to call 
his product “Mellorine,” he can lawfully ship it into the State of 
Oklahoma inasmuch as Oklahoma does not object to the use of the 
legend “imitation ice cream.” 

At the present time, a manufacturing establishment located in 
Kansas City, Missouri, would not attempt to ship a frozen dessert 
containing vegetable oils into the States of Iowa, Kansas and 
Nebraska. In each of these, as stated above, such product is contra- 
band and subject to seizure no matter how it is labeled. 

It is easy to see that this manufacturer located in Kansas City is 
caught in a maze of conflicting laws and regulations regardless of 
where he ships his frozen dessert product, and he might well ques- 
tion whether the laws and regulations of the respective states are 
valid and whether it would be to his advantage to challenge them in 
a court of law. Let us review the law as it applies to the operations 
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of the manufacturer located in Kansas City, shipping his product from 
that point in interstate commerce into the mentioned states. 

There is a concept of law which has been well established in the 
United States to the effect that where the United States Congress 
has been given jurisdiction over subject matier and has chosen to 
exercise its jurisdiction by the enactment of appropriate statutes, state 
laws which are in conflict therewith are null and void. The leading 
case dealing with this subject as it pertains to foods is the McDermott 
case.’” In that case, a pint of cane syrup and corn syrup was labeled 
“Karo Corn Syrup” after receiving the approval of the Secretary of 
Agriculture, the Secretary of the Treasury and the Secretary of Com- 
merce and Labor under the authority of the Federal Food and Drugs 
Act of 1906. The product was shipped from Chicago to the State of 
Wisconsin. Under Wisconsin law, the product would necessarily 
have been required to be labeled “glucose flavored with refiner’s 
syrup,” and no other labeling would have been permitted. The 
Supreme Court, in this case, held the Wisconsin law to be unconstitu- 
tional because it was in direct conflict with the federal Act. This 
case made, substantially, the following points: 

(1) Where the Constitution of the United States grants to Con- 
gress jurisdiction over the subject matter and when Congress has 
exercised its jurisdiction over that subject matter through legislation, 
any laws which are in conflict therewith must fall. 

2) The state may enact additional requirements if they are not 
in conflict with the federal law and constitute a proper exercise of its 
police power. 

(3) States may not, under the guise of police power, issue regula- 
tions which are in addition to the federal requirements under circum- 
stances where said regulations would create an unreasonable burden 
on interstate commerce or frustrate the Act of Congress. If they are 
so burdensome, they must yield to the federal law. 

Approximately one year prior to the McDermott case, the Supreme 
Court of the United States interpreted an Indiana statute which set 
forth additional requirements for the labeling of animal foods over 
and above that of the federal law. In that case,"' the Supreme Court 
found that the Indiana statute was not contrary to the purpose of the 
federal Act and not in conflict therewith but, rather, that it was an 





= McDermott v. Wisconsin, 228 U. S. 115. " Savage v. Jones, 225 U. S. 501. 
See also Cloverleaf Butter Company v. 
Patterson, 315 U. S. 148. 
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additional requirement for the protection of the citizens of the state 
and within the valid exercise of the state’s police power. This doctrine 
has been upheld in a number of outstanding decisions. See also Corn 
Products Refining Company v. Eddy, 249 U.S. 427. 

Following the McDermott and Savage cases, which fairly set forth 
the basic precepts of law followed today, the court was troubled, in 
a large number of cases, with the definition of interstate commerce 
and the question of whether the “original package” doctrine had appli 
cation. A large number of cases held that after a product was shipped 
in interstate commerce and came to rest where the product was 
removed from the shipping container and sold in individual units, the 
breaking of the original container took the product out of interstate 
commerce and, thereafter, it became intrastate commerce. At this 
point the court held that the federal government had lost jurisdiction 
over the product. I will not cite cases supporting this theory of law 
inasmuch as the Federal Food, Drug, and Cosmetic Act of 1938, Sec 
tion 301(k), has made the question moot. It should be pointed out 
that this section of the Act was challenged in the Sullivan case.* In 
that case, the defendant was prosecuted for taking sulfathiazole pills 
from a large container, placing them in a smaller container with only 
the word “sulphathiazole” on it, and selling them. The defendant 
operated a pharmacy in Atlanta, Georgia, and had received in inter 
state commerce, from the manufacturer, sulfathiazole tablets in 1,000 
tablet containers. The original containers were properly labeled in 
accordance with the Federal Food, Drug, and Cosmetic Act. Prosecu- 
tion was instituted under Section 301(k) on the ground that the 
defendant had done some act with respect to a drug which resulted 
in its being misbranded while the article was held for sale “after 
shipment in interstate commerce.” In a six-to-three decision, the 
Supreme Court held that the Food and Drug Administration did have 
jurisdiction over such labeling and that the authority of the Adminis 
tration, under the Congressional act, extended to intrastate sales 
made after shipment in interstate commerce. 

There are cases in which the Supreme Court of the United States 
has upheld the right of states to exercise police powers. One type of 
state regulation which has been upheld would justify the position 
taken by the States of lowa, Kansas and Nebraska. In 1919, the court 
passed on an Ohio statute in the Hebe case. The case arose under 


an application for injunction brought by the Hebe Company to enjoin 
g \ pan) 








2U. S. v. Sullivan, 332 U. S. 689 
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threatened prosecution for selling a condensed skimmed milk product."* 
The plaintiff manufactured a compound made of condensed skimmed 
milk with 6 per cent of cocoanut oil added. The product was sold 

s “Hebe, a compound of evaporated skimmed milk and vegetable fat, 
contains 6 per cent vegetable fat, 24 per cent total solids.” Ohio had 
a statute which prohibited the sale of what are generally known as 
“filled milk products.” The state argued the validity of its statute 
on the grounds that it was an exercise of police power and the product 
had been declared to be contraband because of the fraud and decep- 
tion which would be practiced on its citizens if sales were permitted. 
The court, in an opinion written by Justice Holmes, upheld the posi- 
tion of the state. While acknowledging the truthfulness of the 
information on the label, Justice Holmes made the following statement : 

The purposes to secure a certain minimum of nutritive elements and to 
prevent fraud may be carried out in this way even though condensed skimmed 
milk and Hebe both should be admitted to be wholesome. The power of the 
legislature “is not to be denied simply because some innocent articles or trans- 
actions may be found within the proscribed class. The inquiry must be whether, 
considering the end in view, the statute passes the bounds of reason and assumes 
the character of a merely arbitrary fiat.” 

There was a three-judge ™* dissenting opinion in the Hebe case, 
the substance of which contains good logic. The minority opinion 
interpreted the Ohio statute as prohibiting the sale of skimmed milk 
to which fat other than butterfat had been added under conditions 
where it was offered for sale as milk. The minority felt that the label- 
ing clearly showed the plaintiff not to be selling skimmed milk but to 
be selling a compound of which skimmed milk and cocoanut oil were 
ingredients, plainly labeled. They seemed to feel that if the product 
was clearly labeled and otherwise nutritious and wholesome, and not 
contrary to law, the prosecution should be enjoined. 

There are some state regulations which have been forced to yield 
to the federal rule simply on the grounds that they are not a valid 
exercise of police power but, rather, are regulations designed to bur- 
den interstate commerce. Baldwin v. Seelig* involved the interpreta- 
tion of a New York statute which attempted to set prices to be paid 
by distributors of milk in New York and to control these prices even 





% Hebe Company v. Shaw, 248 U. S. 297. “Justices Day, Van Devanter and 
See also Weigle v. Curtice Brothers Com- Brandeis. 
pany, 248 U. S. 285, upholding a Wisconsin *™ CCH Trade Regulation - eee (Supp. 


statute prohibiting the use of benzoic acid 1932-1937) { 7311, 294 U. S. 511 
and benzoates in food products. 
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though a distributor might have purchased the milk outside the state. 
Seelig distributed- milk in New York City in original 40-quart con- 
tainers and also removed some of the milk and distributed it to the 
consumers in pint and quart containers. He purchased his milk in 
Vermont at a lower price than that set under the New York Milk 
Control Act and transported it to New York. Upon failure to be 
licensed as a distributor, the plaintiff brought an action to enjoin the 
Commissioner of Agriculture and Markets of the State of New York 
from enforcing the law. The federal district court granted the injunc- 
tion to the plaintiff insofar as it pertained to milk sold in the original 
40-quart container but denied it as to the milk which was removed 
from the original container and bottled. 


On appeal, the Supreme Court affirmed the injunction as to the 
first part and reversed the district court for its refusal to grant the 
injunction on the bottled-milk issue. In this case, the state had claimed 
that the Milk Control Act was a proper exercise of police power and 
that the price control was incidental to it and that basically the law 
was designed to guarantee the maintenance of an adequate and sani- 
tary supply of milk for New York. The court felt that this was merely 
a guise of police power and was designed primarily as a burden on 
interstate commerce. The court made the following significant statement : 

Neither the power to tax nor the police power may be used by the state of 

destination with the aim and effect of establishing an economic barrier against 
competition with the products of another state or the labor of its residents. 
Restrictions so contrived are an unreasonable clog upon the nobility of com- 
merce. They set up what is equivalent to a rampart of customs duties designed 
to neutralize advantages belonging to the place of origin. They are thus hostile 
in conception as well as burdensome in result. The form of the packages in 
such circumstances is immaterial, whether they are original or broken. 
It is one thing for a state to exact adherence by an importer to fitting standards 
of sanitation before the products of the farm or factory may be sold in its 
markets. It is a very different thing to establish a wage scale or a scale of 
prices for use in other states, and to bar the sale of the products, whether in the 
original packages or in others, unless the scale has been observed. 

This does not purport to be an exhaustive search of all cases 
dealing with the questions raised by this article. Cases dealing with 
these problems are legion, but it is felt that the cases cited fairly 
represent the law which is in effect today and, more important, clearly 
illustrate the variety of problems which arise by virtue of the lack of 
uniformity in laws and also the excessive amount of litigation which results. 

The foregoing clearly shows the urgent need for uniformity. 
While there are many reasons for its lack, we believe that, in the 
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interests of the people whom the laws are designed to protect, they 
should be overcome. 

There are other fields of law where the desirability for uniformity 
has been recognized. An illustration of this may be found in the field 
of commercial law. Virtually all of the 48 states have adopted the 
uniform negotiable instruments act, the uniform sales act, and the 
warehouse receipts act. While there may be slight differences in the 
interpretation of the law by the supreme courts of the various states, 
an analysis of the decisions indicates that there has been a remarkable 
degree of uniformity. Consequently a businessman having problems 
involving these laws in New York can freély deal with a businessman 
in California, both being aware of the law under which they are operating. 

The lack of uniformity in laws, regulations, interpretations of 
laws and enforcement, while calculated to be beneficial to the consum- 
ing public, probably results in a great deal of harm. It is safe to say 
that no food and drug administration or health department in the 
United States ever receives sufficient appropriations adequately to 
carry out all projects which are highly desirable. From this it 
naturally follows that most of these administrations and bureaus are 
understaffed to the point where effective policing is difficult. In many 
cases they can do no more than attempt to follow the serious problems 
arising under regulatory laws. In spite of this, a very great amount 
of time, money and energy of field inspectors is spent in following and 
enforcing some law unique to the particular jurisdiction where he 
is employed. 

If there were basic uniformity in the law, a substantial amount 
of time would be saved by the inspectors by elimination of the neces- 
sity of inspecting for items now considered to be contraband or mis- 
branded in their jurisdiction although wholesome and properly branded 
for interstate commerce and for a majority of the other states. 
Further, because of the inadequacy of appropriations and the lack of 
personnel, it can be said that the effectiveness of any regulatory 
organization is largely measured by the degree of cooperation it 
receives from Mr. Frus Tration and his fellow manufacturers of food 
products. Uniformity would make it possible for the manufacturer 
to give a far greater amount of cooperation, and thereby make a 
substantial contribution to the effectiveness of any particular regula- 
tory official and to his organization. The State of Iowa has made a 
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definite step forward in this connection. In 1955, lowa passed the 


following law: ** 


Notwithstanding any other requirements of this chapter, foods and food 
products labeled in conformance with the labeling requirements of the govern 
ment of the United States of America shall be deemed to be labeled in con- 
formance with the laws of the state of lowa. 

It is respectfully submitted that if all states were to adopt this 
policy, there would be noticeable improvement in the effectiveness of 
the administration of the regulatory laws. [The End] 








Among speakers at the afternoon session of the 1957 New York meeting were, 
from left to right: Mr. Dunn; Bradshaw Mintener, former Assistant Secretary 
of Health, Education, and Welfare; Philip L. White, secretary, Council on Foods 
and Nutrition, American Medical Association; Marx Leva, attorney, Washington, 
D. C.; Frank A. Duckworth, attorney, New York City; and John A. Gosnell, 
attorney, Washington, D. C. 


* 1954 Code, Ch. 189.11 








By PETER J. FARAGO, M. D. 


THE LAW, 











HAVE BEEN ASKED to talk with you today regarding the 

legal and scientific requirements for new over-the-counter prepara- 
tions and yet I have chosen the title “The Law, Science and Prac- 
ticality.” At first glance this may appear far afield, but it should 
become apparent as this talk progresses that there is a close relation- 
ship between the two subjects. 


You are all thoroughly familiar with the legal process pertaining 
to the exemption of drugs from prescription-dispensing requirements. 
Let us, however, review the highlights. 


Any drug limited to prescription use by an effective new-drug 
application shall be exempted from prescription-dispensing require- 
ments when the Commissioner finds such requirements are not neces- 
sary for the protection of the public health by reason of the drug’s 
toxicity or other potentiality for harmful effect, the method of its use, 
or the collateral measures’ necessary to its use. This procedure can 
be initiated by the Commissioner or by any interested person. A 
petition is submitted presenting reasonable evidence for the request, 
and this may be in the form of a supplement to an effective new-drug 
application. This may also be in the form of a new-drug application. 
Upon receipt of these data, if the evidence warrants, the Commissioner 
publishes a notice of proposed rule-making in the Federal Register and 
invites written comments. After all of the available information is 
considered, a regulation may be issued granting or refusing the exemp- 
tion. If it is decided, either at the time of the proposed rule-making or 
after the written comments are submitted, that more complete 
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CRAND PRACTICALITY 








The Deputy Medical Director, Food and Drug Administration—Addressing the 
Proprietary Association in New York City December 11, 1956—Noted That 
Each Stage of New-Drug Procedure Involves Tremendous Study, Work and Co- 
operation from Medicine, Pharmacy, Pharmaceutical Industry and Government 


development of the facts is necessary, a public hearing may be called. 
The notice of this hearing must specify the questions to be considered. 
Following the hearing, the final regulation is issued. If the Commis- 
sioner finds that notice and public hearing are impracticable, unneces- 
sary, or contrary to the public interest, he can issue the final regulation. 


In summary, the following are the main steps involved, in their 
chronologic order: (1) submission of a petition; (2) if the evidence 
appears adequate, publication of a notice of proposed rule-making in 
the Federal Register, setting forth the conditions under which the drug 
might be allowed to change status, and invitation of written com- 
ments; (3) granting or refusing of the exemption at this stage or call- 
ing of a public hearing if further development of the facts is required ; 
and (4) issuance of final regulation. At stage (1), if the evidence 
submitted does not demonstrate that the preparation can be safely 
used as directed for self-medication, the firm is so advised and the 
matter ends there until the preparation meets the requirements or 


receives court review. 


Finally, two other points worth reviewing are that (1) a drug 
exempted from the prescription-dispensing requirement by this pro- 
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cedure is a “new drug” until it has been used to a material extent or ar 
for a material time under such conditions and (2) a prescription cau- ra 
tion statement in the labeling of such a drug constitutes misbranding. tic 
Scientific Questions of 
: Si : = Da 
Now let us look at the scientific requirements for the prescription I 
; ; se 
exemption procedure. I wish that I could stand here and give you a re 
master plan which would apply to all! cases, but I cannot. Why? ‘ 
ae ee . ; co 
Because each case must be individualized. A better understanding ol 
the problem might result if each of you put yourself in the position of 
the evaluator. What questions would you consider? Would they be: m 
, ee re 
How long has this drug been used with safety ? ; 
e 
What has been the extent of its use’ 
Were there any problems regarding its stability, shelf life and pa 
manufacturing processes? a 
What types of precautions have been required ? to 
What has been the marketing picture? wi 
; . , ; : ab 
Are there any side reactions? Are the latter important? What th 
systems do they involve? 
ar 
Are the side reactions insidious in nature? Would they escape the - 
notice of a layman and yet be discovered by a physician who 1s alert dr 
to them (for example, blood dyscrasia) ? m 
Does the condition being treated or alleviated warrant the risk ap 
of undesirable side effects? If so, what ratio is a valid one between 
therapeutic effects and side effects ? an 
Can indications for use be addressed to the lay person? Can ade to 
quate directions for use, including indications, be written for the lay st: 
person ? 
What disease process is being treated? Does the disease process 
require medical diagnosis and supervision ? 
In each of the preceding considerations, every drug may present tu 
an individual problem. TI 
Now you have skimmed the surface and you begin to dig into pr 
the meat of the problem. What happens? You see specific scientific sa 
questions. For example, here is a hypothetical product proposed for m: 
over-the-counter use, and you find only several hundred clinical re- 
ports in the entire file. There is no additional data in the literature fa 
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and before long you say: “An appreciable number of case reports are 
rather important before this product can be released for nonprescrip 
tion use.” 

You go on a little further and find that more than 50 per cent 
of the reports are testimonials stating the drug was given and the 
patients improved. Does this represent sound medical-scientific ob- 
servation? Possibly, but you're not certain. You begin to. think: 
“A reasonably detailed account is necessary, in order to obtain some 
concept as to the validity of the observations.” 

You also discover that this product, in its directions, is recom- 
mended for two weeks’ use and yet in only 7 per cent of the case 
reports has the duration of therapy exceeded by several days this 
length of time. J/sn’t duration of therapy important? 

There was a case of stomatitis reported to have occurred in one 
patient while on therapy. Coincidence? Possibly; but it would be 
a help to have a blood count. You think: “Probably it’s important 
to analyze and follow up any reaction of this type that occurs concurrently 
with therapy.” There are many other little problems that you think 
about now, almost instinctively. They’re something like this: Are 
there any gross alterations in response with respect to racial, sex 
and age differences? Granted, these latter considerations are not 
major ones but you do recall that the Negro is more sensitive to the 
drug Primaquine, that the female may have a “feline reaction” to 
morphine and that textbook rules for children’s dosage levels do not 
apply to all drugs. 

The pharmacology and chemical control methods are reviewed, 
and they meet all of your expectations. There are acute- and chronic- 
toxicity studies, pathology reports and an easy chemical method of 
standardization and identification. 


Aspect of Practicality 


Now that we have reviewed the law and science involved, we 
turn to the practicality aspect and our thinking takes on a new twist. 
The law says: “Is the prescription requirement necessary for the 
protection of the public health?” Science pure replies: “I must be 
satisfied in every detail.” Practicality reports: “Let me review the 
matter and I will attempt to help you.” 

With respect to total numbers of cases we must consider other 
factors. Is there any evidence of sensitization? Do the pharmaco- 
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logical or clinical studies give any hint of drug toxicity? What kind 
of preparation is this (for example, topical or oral)? All this bears 
on the problem, and it is apparent that this particular requirement 
for each drug will vary, depending on some of the aforementioned 
points. 

What about duration of therapy? Can’t one make a reasonable 
inference that the chronic animal toxicities give us an indication as 
to long-term toxic potentialities in man? This ts not always true, 
particularly along hemotologic lines. However, in this specific case, 
although only 7 per cent of the clinical cases are reported as receiv- 
ing therapy slightly longer than two weeks, can’t the negative one- 
year chronic animal-toxicity reports help us in resolving this prob- 
lem? We know from experience that while the latter are helpful 
they are not a complete substitute for adequate clinical trials. 

As to a reasonably detailed account, we want to know how the 
patients reacted in general. For this over-the-counter problem, we're 
not interested in every detail pertaining to each patient, but we would 
like to know such things as the numbers treated, diagnoses, rate of 
onset of improvement, average duration of treatment, etc. Practi 
cality, like science, feels that testimonials are of little value and that 
there is no substitute for medical data. 

In considering side effects, although blood counts and urinalyses 
on a great majority of the patients are important when a drug is 
being considered for over-the-counter use, we don’t want a BSP, 
chloride level, NPN, CO, combining power, etc., on each person. 
We do want some detailed observation on the gastrointestinal tract 
if diarrhea occurs frequently. We do want some blood studies if sev 
eral cases of leukopenia or stomatitis have been found. We do want 
some liver-function studies if there have been several cases of unex 


plained jaundice. 


Meaninglessness of Practicality Without Law and Science 


Gentlemen, one could go on to innumerable examples, but the 
preceding should serve as a general guidepost to the problem. Re 
member, practicality without law and science is meaningless. Science 
and law without practicality is also an empty shell. To achieve the 
goal of protecting the public and yet not deprive them of a therapeutic 
benefit requires an admixture of all three items in their proper pro 
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portion. Each must be satisfied, and each is dependent on the other. 
The Food and Drug Administration is cognizant of all phases, and 
we daily integrate them into a single unit. 

Let us take a moment now briefly to consider the entire new- 
drug procedure as it exists today and how the introduction of an 
over-the-counter medicament fits into the scheme of things. First 
off, when a drug emerges from the chemical laboratory and is shown 
to possess physiologic activity, it may pass the barrier of extensive 
pharmacologic testing and be admitted for trial in humans. It ts 
then tested by investigators properly qualified to evaluate the drug 
in those patients who may be benefited. If the initial trials are satis 
factory, the studies are broadened and the results then submitted to 
the Food and Drug Administration as a part of a new-drug applica 
tion. If this application is declared effective, the product is marketed 
and more widespread use ensues on a prescription basis. Eventually, 
a petition seeking prescription-exemption requirements may follow 
and if this is granted on the basis of the data submitted, the drug 
is still considered for a time as a “new drug” for this particular pur 
pose. Naturally, not all over-the-counter drugs must go through 
these aforementioned stages because if prescription-exemption re 
quirements are met, a new-drug application may contain recom 
mendations for use in this manner. 

I realize that the foregoing is common knowledge to most of 
us, but do we ever stop and think of what these few sentences mean 
in terms of mutual cooperative efforts and public benefit and safety? 
Each stage involves a tremendous amount of study, work and co 
operation on the part of medicine, pharmacy, the pharmaceutical 
industry and government. Each stage must be approached slowly 
and with a careful study of the facts preceding it. The prescription 
exemption procedure is an exceedingly important item along this 
chain of events, and it is here that your particular responsibility lies. 
The moral liability of showing a drug to be safe for nonmedically 
supervised use is a great one. 

We are entering at present a great era of specific chemotherapy 
and, as a result, the scientific aspects of your entire field are becom 
ing increasingly complex. Accordingly, I would like to stress that 
there is, and will be in the future, no substitute for adequate com 
petent scientific help and advice from the laboratory and from clini- 


cal medicine. [The End] 
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for the authorization of all commit- 
ments and contracts which shall entail 
the payment of money and for the ex- 
penditure of all monies collected by the 
Section or appropriated for the use and 
benefit of the Section. 

“Section 5. The Executive Committee, 
during the interim between the Annual 
Meetings of the Section, may fill va- 
cancies in the offices of the Secretary 
and Vice-Chairman, or in the event of 
a vacancy in both the office of Chair- 
man and Vice-Chairman then in the 
office of Chairman. Officers so elected 
shall serve until the close of the next 
Annual Meeting of the Section. 

“ARTICLE VI 
“Committees 

“Section 1. There shall be eight Stand- 
ing Committees in the Section, which 
shall be known as 

“(1) Committee on Food Law 

“(2) Committee on Drug Law 

“(3) Committee on Cosmetic Law 

“(4) Committee on Food Standards 

“(5) Committee on Beverage Law 

“(6) Committee on Chemicals 

“(7) Committee on Uniform 
Food, Drug and Cosmetic Laws 

“(8) Committee on Product Liability 
Law 

“The Chairmen and members of these 
Committees shall be appointed by the 
Chairman of the Section. The Chair- 
man of each Committee shall serve for 
not to exceed three years and members 
may be grouped in staggered classes. 


State 


“Section 2. Special Committees may 
be appointed by the Chairman or may 
be created by the Section or by the 
Executive Committee when the Section 
is not in session, as needed. 


“ARTICLE VII 
“Meetings 
“Section 1. The Annual Meeting of 


the Section shall be held at a time and 
place designated by the Executive Com- 
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mittee during the week in which the 
Annual Meeting of the New York State 
Bar Association is held. 

“Section 2. The members of the Sec- 
tion present at any meeting shall con- 
stitute a quorum for the transaction of 
business. 

“Section 3. All binding action of the 
Section shall be by a majority vote of 
the members present. 


“ARTICLE VIII 
“Miscellaneous Provisions 

“Section 1. Any action taken by this 
Section must be approved by the New 
York State Bar Association before the 
same is given publicity or becomes ef- 
fective as the action of the New York 
State Bar Association. 

“Section 2. These By-Laws shall be- 
come effective upon adoption by the 
members of the New York State Bar 
Association who may be in attendance 
at the first meeting of this Section, and 
upon approval by the Executive Com- 
mittee of the New York State Bar 
Association. 

“Section 3. The Executive Committee 
may fix as dues for membership in this 
Section an amount not exceeding $2.00 
per member per year, and may make 
payment of such amount as is fixed for 
dues a condition precedent for mem- 
bership in the Section. After the Exe- 
cutive Committee fixes an amount to be 
charged as dues, such dues shall be 
payable to the Treasurer of the New 
York State Bar Association to be held 
by him in trust for this Section and to 
be expended only by approval of the 
Executive Committee of this Section. 

“Section 4. These by-laws may be 
amended by any annual meeting of the 
Section by a majority vote of the mem- 
bers of the Section present, provided 
that no amendment shall be effective 
until approved by the Executive Com- 
mittee of the New York State Bar 
Association.” 
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Thomas W. Christopher is associate dean and professor of law at Emory 
University, Atlanta, Georgia. 


Liability for Individual Idiosyncrasy.—A plaintiff was injured by a 
chemical in a home-permanent set, and brought suit. It appeared from the 
evidence that, while there was some medical literature indicating that the 
chemical was harmful, tests by the federal Food and Drug Administra- 
tion and by others had established the safety thereof. The trial court, 
on motion, gave judgment for the defendant. On appeal, the question 
was “whether a manufacturer who places a product on the market, 
knowing that some unknown few, not in an identifiable class which 
could be effectively warned, may suffer allergic reactions or other 
isolated injuries not common to the ordinary or normal person, must 
respond in damages.” The appellate court ruled in the negative as 
to this question, saying that in such cases the injury is caused by the 
allergy or the unusual susceptibility of the person, and not by the 
product. The court added that a reasonable person could not foresee 
the purchaser’s condition and could not anticipate the harmful con- 
sequences.* 

The soundness of the rule that a manufacturer is not liable where 
the product ordinarily is safe depends on its application. The word 
“ordinarily” could cover a situation where 90 or 95 per cent of the 
users were unharmed. Yet if 10 per cent or 5 per cent were killed, no 
manufacturer could escape liability. On the other hand, no one would 
hold a dairy liable where one drinks milk and finds that he is allergic 
to it and suffers harm. The valid rule really is, or should be, that it 
must be the product rather than the person that causes the harm for 
liability to follow. Even so, if there are enough people in the “person” 
group that are harmed, a class is created and liability follows, at least 


after notice. 





* Merrill v. Beaute Vues Corporation, 
CCH Food Drug Cosmetic Law Reports 
{ 22,459, 235 F. (2d) 893 (CA-10, 1956). 
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offices and substations throughout the 
continental United States. It is the 
first such advertisement ever issued by 
FDA against a “remedy.” Deputy 
Commissioner John L. Harvey said 
that the public warning was necessary 
because court action against the Hoxsey 


treatment cannot be completed for 
some time. 


Proposed Regulation—Yellow Coal- 
Tar Colors.—The Administration on 
January 24 started proceedings which 
could result in a ban on four coal-tar 
colors—FD&C Yellows Nos. 1-4—used 
in coloring butter, oleomargarine, and 
other food items. The FDA announce- 
ment stressed that there have been no 
reports of any injurious effects on 
humans from any of the four colors 
involved in the new proceeding. Animal 
studies, however, have indicated that 
excess amounts of these colors could 
cause injury. Notice of its action was 
given by FDA by the publication of 
a proposed regulation in the Federal 
Register. This is the text of the pub- 
lication: 


“In the matter of amending the 
color-certification regulations with re- 
spect to FD&C Yellow No. 1, FD&C 
Yellow No. 2, FD&C Yellow No. 3, 
and FD&C Yellow No. 4: 

“Notice is hereby given that, pur- 
suant to the authority of the Federal 
Food, Drug, and Cosmetic Act (sec. 
701(e), 52 Stat. 1055, as amended 70 
Stat. 919; 21 U. S. C. 37l(e)) and 
delegated to him by the Secretary of 
Health, Education, and Welfare (20 
F. R. 1996; 21 F. R. 6581), the Com- 
missioner of Food and Drugs, on his 
Own initiative, proposes to amend the 
color-certification regulations (21 CFR 
Part 9) in the following respect: 

“1. It is proposed to amend §9.3 
List of straight colors and specifications 
for their certification for use in foods, 


drugs, and cosmetics by deleting from 
paragraph (a) the names of the follow- 
ing straight colors and the respective 
specifications therefor: 

“*FD&C Yellow No. 1. 

“"FD&C Yellow No. 2. 

“*FD&C Yellow No. 3. 

“*FD&C Yellow No. 4. 

“2. It is proposed to amend § 9.5 List 
of straight colors and specifications for 
their certification for use im externally 
applied drugs and cosmetics by adding to 
paragraph (a) the following 

“*Ext. D&C Yellow No. 7 
“ *Specifications 

““Disodium salt of 2,4-dinitro-1- 
naphthol-7-sulfonic acid. 

“*Volatile matter (at 135° C.), not 
more than 10.0 percent 

“*Water-insoluble matter, not more 
than 0.2 percent. 

“*Ether extracts, not more than 0.1 
percent. 

“*Chlorides and sulfates of sodium, 
not more than 5.0 percent. 

“*Mixed oxides, not more than 1.0 
percent. 

“*Martius yellow, not more than 0.03 
percent. 

“*Pure dye (as determined by titra- 
tion with titanium trichloride), not less 
than 85.0 percent. 

“*Ext. D&C Yellow No. 8 
“ “Specifications 

“*Dipotassium salt of 2,4-dinitro-1- 
naphthol-7-sulfonic acid. 

“*Volatile matter (at 135° C.), not 
more than 10.0 percent. 

“*Ether extracts, not more than 0.1 
percent. 

“*Chlorides and sulfates of potas- 
sium, not more than 5.0 percent. 

“*Mixed oxides, not more than 1.0 
percent. 

“*Martius yellow, not more than 0.03 
percent. 
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“*Pure dye (as determined by titra- 
tion with titanium trichloride), not less 
than 85.0 percent. 

“*Ext. I&C Yellow No. 9 
“ ‘Specifications 

“ *1-Phenylazo-2-naphthylamine. 

“*Volatile matter (at 80° C.), not 
more than 0.2 percent. 

“ *Sulfated 
percent. 

“ *Water-soluble 
than 0.3 percent. 


ash, not more than 0.3 


matter, not more 


“*Matter, insoluble in carbon tetra- 

chloride, not more than 0.5 percent. 
“Intermediates, not more than 0.05 

percent. 

“*Pure dye (as determined by titra- 

tion with titanium trichloride), not less 

than 99.0 percent 


“‘*Melting point, not less than 99° C. 


“*Ext. I&C Yellow No. 10 
* ‘Specifications 

“ *1-9-Tolylazo-2-naphthylamine. 

“Volatile matter (at 80° C.), not 
more than 0.2 percent. 

“ *Sulfated 
percent 

“*Water-soluble 
than 0.3 percent. 


ash, not more than 0.3 


matter, not more 


“‘Matter, insoluble in carbon tetra- 
chloride, not more than 0.5 percent. 

“ ‘Intermediates, not more than 0.05 
percent. 

“*Pure dye (as determined by titra- 
tion with titanium trichloride), not less 
than 99.0 percent 


“ ‘Melting point, not less than 120° C.’ 


“All interested persons are invited to 
submit their views in writing regarding 
the proposal and to submit such com- 
quintuplicate prior to the 
thirtieth day following publication of 
this notice in the Federal Register 
Written comments should be addressed 
to the Hearing Clerk, Department of 
Health, Education, and Welfare, Room 
5440, Health, Education, and Welfare 
Building, 330 Independence Avenue 
SW., Washington 25, D. C. 


ments in 


PAGE 119 


“Dated: 
“[ SEAL] 


January 17, 1957 


Joun L. Harvey, 


Deputy Commissioner 
oT Food and Drugs 3 


Exemption from Prescription-Dis- 
pensing Requirements Denied—Hydro- 
cortisone.—The Food and Drug Ad 
ministration on January 17 published 
an order denying proposals to permit 
sale without prescription of ointments 
and 
and hydrocortisone acetate 


hydrocortisone 
Such prod 


lotions containing 
ucts are prescribed for relief of various 
skin disorders 

The ruling, published in the Federal 
Register, summarized the evidence for 
and against the proposal, as well as 
the Food and Drug 
findings and order 


Commissioner's 


According to Commissioner Larrick’s 


evidence fails 


statement, the available 
that 
use without 
particular, there is insufficient evidence 


to show these drugs are safe for 


medical supervision. In 
to show the range in the amount of 
hydrocortisone that is absorbed through 
the skin and the clinical significance of 
such absorption 

Ten pharmaceutical firms had peti 
tioned FDA to exempt the drugs from 
the prescription-dispensing requirement 
\ proposed order to this effect was 
Federal Register on 
It was challenged by 
medical and pharma 


published in the 
January 20, 1956 
members of the 
ceutical professions, and a public hearing 
further evidence 
from dermatolo 
Drug Adminis 


was called to receive 
testimony 
gists, the Food 
tration reversed its proposed decision 


Based on 
and 
The present order, however, does not 
right of 
proposal 


prejudice the petitioners to 
renew their 


further scientific data 


and to present 


In part, the order pointed out 


: There is insufficient evidence 
to establish conclusively 
not the amount of hydrocortisone o1 
hydrocortisone that 


absorbed as a result of using ointment 


whether or 
may be 


acetate 


and lotion preparations as provided in 
the proposed exemption may cause clini- 
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cally significant systemic effects or may 
result in disturbance to the glandular 
system. 
* A number of well qualified ex- 
perts believe that laymen in general 
cannot differentiate between skin con- 
ditions in which ointments or lotions 
of hydrocortisone or hydrocortisone 
acetate are indicated and those in 
which such preparations are contra- 
indicated; in particular, this is a seri- 
ous concern in relation to the possible 
spread of infection. 

“ _. A number of well qualified ex- 
perts believe that it is impossible to 
write adequate directions for use of 
hydrocortisone or hydrocortisone ace- 
tate ointments and lotions in self-medi- 
cation, because the layman is generally 
incapable to diagnose the conditions in 
which the drugs may be indicated. 

“. . A number of well qualified 
experts offered the opinion that since 
hydrocortisone and hydrocortisone ace- 
tate ointments and lotions merely re- 
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lieve temporarily but do not cure the 
conditions in which they are indicated, 
a layman would be expected to use the 
drugs beyond the time limit stated in 
the labeling in order to obtain con- 
tinued relief of symptoms. It is gener- 
ally agreed that prolonged use of that 
kind would increase the hazard of sys- 
temic effects from absorption. 


“ .. There is a difference of opinion 
among well qualified medical experts 


as to whether or not hydrocortisone 


and hydrocortisone acetate ointments 
and lotions are safe and useful for self- 
medication, 


“ .. There is general agreement that 
hydrocortisone and hydrocortisone ace- 
tate are not safe for use in self-medi- 
cation, irrespective of the route or 
method of administration, if such medi- 
causes or cause clinically 


cation may 


observable systemic effects or results 
in significant disturbance of the glandu- 


lar system.” 





In the Public Health Service 


World Health Day.—The United 
States will join with other nations in 
observance of World Health Day on 
April 8, Dr. Leroy E. Burney, Surgeon 
General of the Public Health Service, 
has announced. Federal agencies will 
observe this year’s theme, “Food and 
Health,” in programs concerned with 
nutrition, food production and distribu- 
tion, and food protection and sanita- 


tion. Dr. 
will also be used to 
Americans for careers in 
health fields, including nutrition 


surney said that the theme 
recruit 
food and 


young 


The government committee for World 
Health Day will meet requests for 
material from industries and other groups 
that plan to observe the day. Special 
kits of material will be available for 
this purpose. 





In the Department of Agriculture 


Food Products—Checking Tempera- 
tures.—On February 1, the Department 


of Agriculture announced the avail- 
ability of a new report describing 
methods for checking temperatures of 
fresh fruits and vegetables, poultry, 
meats and frozen foods to ensure that 
the products are at desired tempera- 
ture in transit. Temperatures must be 


checked before loading of the products 
and upon their arrival at their destina- 
tion. 

Copies of “Suggested Methods for 
Checking the Temperatures of Fresh 
and Frozen Shipments” (Marketing 
Research Report No. 150), may be ob- 
tained from the Department’s Office of 
Information, Washington 25, D. C. 





CANADA- 


FOOD AND DRUG ITEMS 











In this issue, we are pleased to present analytical commentary on Canadian 

legislative changes and developments, prepared by Robert E. Curran, Q. C. Mr. 

Curran has written the continuing feature “Canadian Law and Comment” for the 
Journal since January, 1954. Periodically, it will appear in this department. 


Legislation 


Federal—Ilt was announced, in the speech from the Throne by 
His Excellency the Governor General on January 8, that the Opium 
and Narcotic Drug Act would be revised in the light of the report and 
recommendations of the Special Committee of the Senate. This 
report was the subject of discussion in the issues of the JouRNAL of 
December, 1955, and November, 1956, and the details, therefore, do 
not require any further explanation at this time. 


Following the announcement as contained in the speech from the 
Throne, there was introduced in the Senate, Bill D, an act to provide 
for the control of narcotic drugs. To those who are interested in the 
subject of narcotic control, there are certain features in this legislation 
which are of special importance and significance. 

The purpose of narcotic control is to limit the manufacture and 
use of narcotic drugs to medical and scientific purposes. This, indeed. 
is the principle which underlies the international conventions to which 
Canada, along with many other countries, has subscribed. Bill D, in 
recognition of this, is concerned essentially with the prohibition of the 
manufacture, importation, distribution and use of narcotic drugs for 
other purposes than this. 

In keeping with a legislative practice of wide acceptance in 
Canada, Bill D authorizes the making of regulations to provide for 
the importation, manufacture, distribution and use of narcotic drugs 
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Mr. Curran Is Associated with the Cana- 
dian Department of National Health and 
Welfare, Ottawa, Canada, as Legal Adviser 





for all legal purposes. These regulations will, accordingly, set forth 
in complete detail the various matters involved in the legal manufac 
ture, distribution and use of narcotics. 

Bill D in making such provision, prohibits the possession of a 
narcotic except as authorized in the regulations. It defines trafficking 


as being a dealing in a narcotic other than as provided in the regula- 


tions and provides heavy penalties for the offense of trafficking. 

In keeping with a specific recommendation of the Senate com- 
mittee, the bill provides a special offense of importation other than 
as authorized by license and in accordance with the regulations. A 
heavy penalty is provided for this offense, and in this way the recom 
mendation of the special committee has been implemented. That 
recommendation took into account the profit factors involved in the 
importation of, and trafficking in, narcotics. The Senate committee, 
however, observed that—on the basis of a careful examination of the 
problem—vigorous enforcement, more severe penalties and a realistic 
recognition by judicial and other authorities of the extent and nature 
of the evil would do much to reduce the introduction to drug addiction 
in Canada. 

The committee commented on the views expressed by Harry J. 
Anslinger, Commissioner of Narcotics in the United States, wherein 
he pointed out that in areas where low sentences were imposed, the 
drug problem substantially increased and in areas where there was 
strict enforcement with heavy sentences, the drug problem showed a 
commensurate decrease. 

The committee, therefore, gave as its considered opinion that the 
most effective way of taking the profit out of drug traffic is by mak- 
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ing all trafficking, in terms of penalties, a most hazardous and costly 
undertaking to the trafficker. It recommended that penalties for 
trafficking—regardless of purpose, motive or amount, and irrespective 
of whether the trafficker was or was not an addict—should be made 
more severe with a compulsory lengthy minimum sentence and an 
increased minimum for a second or subsequent offense and, possibly, 


a maximum of life imprisonment. 


The committee went on record in stating that its advocacy of an 
increase in penalties was intended to serve as a clear warning to all 
who were addicted that if they engaged in the distribution of drugs 
in any quantity, for any purpose and regardless of motive, they could 
expect to be dealt with as traffickers and treated accordingly. 


In the light of these specific recommendations, the penalty 


features become of interest. 


It will be seen that in the case of possession, a minimum term of 
imprisonment of not less than six months is mandatory, with more 
substantial maximums. It is felt that possession, which is almost 
invariably identified with addiction, requires the imposition of a mini- 
mum term of imprisonment, if for no other purpose than to permit of 
an addict to be wholly withdrawn from drugs, and to be given an 
opportunity for physical rehabilitation while in prison. 

The extent to which rehabilitation is possible will, of course, 
depend upon the facilities which are available and the attitude of the 
individual. 


The bill makes no change in the present law as regards the 


offense of possession. 


In looking at the bill, however, as regards trafficking and importa 
tion, substantial increases in sentences are to be noted. No minimum 
penalty is provided for a first offense of trafficking, but a maximum of 
14 years is provided. In the case of a second offense, a minimum 
penalty of not less than ten years and a maximum of 20 years is pro- 
vided. In the case of a third offense, a minimum of 20 years and 


a maximum of up to life imprisonment is provided. In the case of 


importation, a minimum is provided equal to a second offense for 
trafficking, or ten years with a maximum of 20 years; for a second 


offense, the same penalty as for a third offense for trafficking, or a 
minimum of 20 years and a maximum up to life imprisonment. 
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These penalties should serve as a deterrent to those who may be 
engaged in trafficking and certainly to those who do so without the 
heavy profit possibilities which the big-time trafficker may have. With 
the elimination, however 





through deterrent penalties—of part of his 
distributing organization, his problem becomes more acute, and thus 
there is dealt to trafficking a severe blow. 


A further proposal of interest lies in the power to prohibit a con- 
victed trafficker from operating a motor vehicle for such period of 
time as the court considers proper. Obviously, with the minimum 
penalties which are provided, this authority, to be effective, would 
need to prohibit driving privileges for a period in excess of that 
imposed for imprisonment. 


With the mobility of the trafficker being such an important 
feature of drug distribution, the denial to him of driving privileges 
will undoubtedly curtail it. He will be forced either to utilize some 
other method of distributing his products or to employ someone to 
operate a vehicle for him. In either case, he is inconvenienced and, 
in the latter, perhaps more than inconvenienced, in that he is required 
to bring into his operation an extra confederate who may very well be 
reluctant to become involved in trafficking, with penalties of the kind 
provided. 


This provision is, so far as is known, new in narcotic legislation 
and it will, of course, require some years before its full value can be 
assessed. It has been recommended, however, by the Senate com- 
mittee on the basis of evidence which it heard, and certainly of look- 
ing at a number of offenses which are contained in departmental 
records, wherein traffickers have used motor vehicles, that the pro- 
hibition of driving privileges would substantially alter the character 
of those offenses. 


The remaining provisions of the legislation are of an administra- 


tive and procedural character and do not require any detailed information. 


The regulations which will be made will, as has already been 
pointed out, deal exhaustively with the manufacture, distribution and 
use of drugs. This will include special provisions for manufacturing 
and distributing at the commercial level, for the possession and sale 
of drugs by pharmacists, for the possession and dispensing of drugs 
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in hospitals and last, but not least, for the possession, administration 
and prescribing of narcotics by members of the professions concerned. 


The coverage by the regulations of the legal distribution and use 
of drugs provides the necessary supervision and control and, at the 
same time, the flexibility which the subject demands. While strict 
prohibition of illicit possession and use is necessary, it would not 
serve the public interest if, in an effort to deny drugs to traffickers and 
to addicts, any unnecessary limitations or restrictions were imposed 
upon the legitimate distribution and use of drugs for the relief of 
suffering, by those legally authorized to employ drugs. 


This division of subject matter, therefore, as regards the legal 
and the illegal aspects of narcotic operations, would seem to be highly 
desirable on grounds of simplicity and logic. 


The bill will be further discussed in the Senate at an early date 
and, in due course, will be referred to the House of Commons for final 
consideration. Following this, the regulations will be made. In a 
later articldf further comment can be given covering the course of the 
legislation and the regulations which it will require. 


Provincial—As none of the provincial legislatures has been in 
session for the past several months, there has been no provincial 
legislation enacted in the field of food and drugs. It is understood, 
however, that new or amending pharmacy legislation may be intro 
duced in one or more of the provinces at the sessions which are 
shortly expected to commence. It may, therefore, be possible in the 
next quarterly article to make more detailed reference to the subject 


of provincial pharmacy legislation. 


Food and Drug Regulations 


Since the last article, there have been a number of amendments 
made to the food and drug regulations which merit some brief comment 


Food Colors —The most important, perhaps, of these in terms of 


public interest relates to the deletion from the list of food colors of 
Orange 1, Orange SS and Oil Red XO. On April 30, food-color manu 
facturers were advised that no further lots of these particular colors 
would be certified from that date. It was also stated that from and 
after the first day of August, 1956, these colors would be deleted from 


the list of colors in the regulations. It is not necessary to discuss the 
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reasons leading up to this announcement and action, as the matter 
involving the use of these colors has had publicity both in the United 


States and in Canada. 


In order that hardship would not result to food processors who 
had, prior to the effective date, used these colors in food manufacture, 
a tolerance was made which would permit of such foods as had been 
processed prior to August 1, 1956, being sold until August 1, 1957. 
In the case of oranges, the tolerance was extended until October 1, 
1956, after which date no oranges using any of the said colors have 


been admitted into Canada. 


While the subject of the prohibition of these colors in the case 
of oranges received considerable publicity and there was some appre- 
hension expressed at the time, it is interesting to note that the appear- 
ance of oranges now available in the stores in Canada does not differ 
noticeably from the appearance of oranges which were admitted dur- 
ing the period when the colors in question were available for use. 
The subject is one in which the public has undoubtedly Igst consider- 
able interest, at least insofar as colored oranges are c: ie 


Agricultural Chemicals ——Part II of the table in Section B.15.002 
of the food and drug regulations dealing with agricultural chemicals 
and their tolerances has been further amended to include additional 
chemicals and to fix tolerances for them. The chemicals in question 
are parathion, captan, Ovotran, Sulphenone and methyl bromide as 
inorganic bromide, for use in connection with a number of fruits and 
vegetables, ethylene dibromide for use in connection with certain 
vegetables, piperonyl butoxide and pyrethins for use in connection 
with certain cereals. A wide variety of fruits and vegetables is listed 
and there are different tolerances for each of the chemicals named 
which would require the table itself to be carefully consulted, as space 
does not permit of the reproduction of the text of the amending regu- 


lations in this article. 


Fish Preservation —Scientific work had shown that by introducing 
chlortetracycline, popularly called Aureomycin, into the ice used on 
fishing boats, fish could be landed in a fresh condition even: though 
caught some time previously. It was demonstrated that no residue 
of the drug was transmitted to the consumer and, therefore, there was 
no danger of any sensitivity being developed through the consumption 
of fish which had been treated. The economic value of the preserva- 
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tive justified the necessary amendment to permit its use, but again 
with certain tolerances being fixed and a label declaration being 
required. 


The regulations were also amended to permit of the use of citric 
acid on canned crabmeat to prevent blue discoloration which detracted 
from the appearance of the article. 


Schedule F Drugs.—Certain changes have been made in Schedule F, 
which is the schedule containing drugs that can be sold only upon a 
prescription, by widening the list of drugs therein contained. 


Certain new drugs, namely, Promazine, Busulfan, Cycloserine, 1 
Triiodothyronine, Phenmetrazine, Chlorpromazine and Oleandomycin 
were added, together with tetracycline in the place of chlortetracycline 
and oxytetracycline, which are considered to be included as a derivative 


of tetracycline. 


Foods—Amendments to clarify a number of the dairy-products 


regulations were enacted. 


New standards were made for a number of products, namely, 
chocolate drink; cheese, including a number of name cheeses; and 
ice cream. The list of Class I preservatives was revised, and a stand 
ard provided for honey wine and for vanilla extract. 


Drugs.—On the drug side, a number of amendments were made 
for the purpose of clarifying present regulations, as well as to estab 
lish certain new standards. One of the amendments deals with drugs, 
including vitamins, in pill form which are intended to be swallowed 
It provides that disintegration of the tablet must take place within 
60 minutes of the time of swallowing. Further amendments deal 
with the expiration dates of certain drugs—for example, liver extract 
injectable and anterior pituitary extract. 


\ change of importance is made in connection with directions for 
use in the case of drugs which are recommended for children. It is 


provided that the label shall bear either the statement “CHILDREN 


As directed by the physician” or a suitably reduced maximum single 


and daily dose not exceeding the following: 


Age in Years Proportion of Adult Dos 
10-14 One half 
5- 9 One fourth 
2- 4 One sixth 
Under two years As directed by physician 
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Cautionary statements are required by regulation for drugs con- 
training strychnine, methyl salicylate and ferrous sulfate. The cau- 


tionary statements relate to the need to warn the public to keep such 


drugs out of the reach of children. 


A further amendment deals with a cautionary statement, respect- 
ing salicylic acid, acetylsalicylic acid or Salicylamide, to the effect 
that the drug is not to be administered to children under two years 
of age except on the advice of a physician. Completely new regula- 
tions are provided for insulin and, as these are of a highly technical 
character, anyone concerned with the subject should carefully consult 


the text of the regulations as amended. 


The above summarizes certain of the changes which have been 
made in the regulations over the past six months. Reference is made 
to these merely as an indication of the nature of the changes, but 
without attempting to give in detail the whole subject matter of the 
change. The text of the regulations would, therefore, need to be con- 


sulted in every case. 


FOODS, DRUGS—MISREPRESENTATION, PRICE 
DISCRIMINATION, BROKERAGE FEES 


Food supplement . . . The seller of a food supplement is charged 
with falsely representing that its product prevents baldness or gives 
energy and endurance to those who are weak and tired. (Issued Jan 
uary 9; released January 18, 1957.) 


Candies . . . A candy company is prohibited from using the 
combined purchases of various outlets of a chain or group purchaser as 
a basis for determining any quantity discount. This prohibition applies 
when the result of such discounts is net higher prices to a customer 
competing with the favored individual chain outlet. (Released February 
4, 1957.) 


Sardines . . . A sardine cannery is charged with permitting its 


brokers to sell to customers either at list price or at a discount of 5 
per cent. (Issued February 5; released February 12, 1957.) 


Medicinal preparations . . . Distributors of weight-reducing prep 
arations would be prohibited from representing that their products are 
an effective treatment for obesity. (Released January 29, 1957.) 

A firm is charged with falsely representing that its medicinal 
preparation is an effective treatment for arthritis and rheumatism 
(Issued January 18; released January 28, 1957.)—CCH Trane Recuta 
rion Reports { 26,353; 26,373; 26,377; 26,362: 26,358 
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